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covered by section 261 of Title 42, The Public Health and
Welfare,

Siection 236, act Jan. 19, 1820, ch, 82, § 16, 46 Stat. 1089,
which provided penalties for the procuring of escape by
inmates, 18 now covered by section 261 of Title 43, The
Public Health and Welfare,

Section 237, act Jan, 19, 1928, ch. 82, § 17, 46 Stat. 1089,
provided for the deportation of alien inmates who are
entitled to a discharge from narcotic farms.

RENUMBERING OF REPEALING ACT

Section 611 of act July 1, 19044, which repealed this
section, was renumbered 711 by act Aug. 13, 1846, ch.
966, § 5, 60 Stat. 1049, 713 by act Feb, 28, 1048, ch. 83,
§9 (b), 62 Stat. 47, and 818 by act July 30, 1956, ch. 779,
§ 3 (b), 70 Stat. 720.

Chapter 9.—FEDERAL FOOD, DRUG, AND
COSMETIC ACT

SUBCHAPTER I.—SHORT TITLE

Sec.
301, 8hort title,

SUBCHAPTER II.—DEFINITIONS
321, Defluitions; generally,

321a, Same; butter.
321h. Same; package,
321c. Same; nonfat dry milk; milk.

SUBCHAPTER III.—PROHIBITED ACTS AND PENALTIES

331. Prohibited acts.
332, Injunction proceedings,
(a) Jurisdiction of courts.
(b) Violation of injunction,
Penalties.
(a) Violation of section 331 of this title.
(b) Bame; with intent to defraud or misiead.
(c) Exceptions in certain cases of good falth,
ete.

333,

334, Belzure,
(a) Grounds and jurisdiction.
(b) Procedure; muitiplicity of pending pro-
ceedings.
(c) Avallabllity of samples or seized goods prior
to trial.
(d) Disposition of goods after decree of con-
demnation.
(e) Costs.
(f) Removal of case for trial.
336. Hearing before report of criminal violation.
336. Report of minor violations.

337. Proceedings in name of United States; provision as
to subpoenas.,
SUBCHAPTER 1V—FOOD
341. Definitions and standards for food.
342.  Adulterated food.

(a) Poilsonous, insanitary, etc., Ingredients.

(b) Absence, substitution, or addition of con-
stituents,

(c) Uncertified coal tar coloring.

(d) Confectionery containing alcohol or non-
nutritive substance,

(e) Oleomargarine containing filthy, putrid,
etc., matter,

943. Misbranded food.

(r) False or misleading label.

(b) Ofter for sale under another name.

(c) Imitation of another food.

(d) Mtisleading container.

(e) Package form.

(f) Prominence of information on label,

(g) Representation as to definition and stand-
ard of identtty,

(h) Representation as to standards of quality
and fii} of container.

(1) Label where no representation as to defi-
nition and standard of identity,

(]) Representation for special dietary use,

(k) Artificlal fiavoring, etc.; exception of arti-
cles from subsections (g), (1), and (k).
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Bee.
344, Emergency permit control,
(a) Conditions on manufacturing, processing,
ctc., as heaith measure.
(b) Violation of permit; suspension and rein-
statement.
(c) Inspection of permit-holding establish-
ments,
345. Regulations making exemptions,
346. Tolerances for poisonous ingredients In food and

certification of coal-tar colors for food.
(a) Regulations for tolerating unavoidable
poisonous ingredients.
(b) Regulations for coal-tar colors.
346n. Tolerances for pesticide chemlicals in or on raw agri-
cuitural commodities.

(a) Conditions of safety.

(b) Establishment of tolerances.

(c) Exemptions,

(d) Regulations pursuant to petition; publication
of notice; time for issuance; referral ade-
visory committees; effective date; hearings.

(¢) Regulations pursuant to Secretary’'s pro-
posals.

(f) Datn submitted as confidential.

(g) Advisory committees; appointient; composi.
tion; compensation; clerical assistance,

(h) Right of consultation,

(1) Judicial review,

(J) Temporary tolerances.

(k) Regulations based on public hearings before
January 1, 1053.

(1) Functions of Secretary of Agricuiture; certifi
cations; hearing; time {imitation; opinion;
regulations.

(m) Amendment of regulations.

(n) Guaranties.

(o) Payment of fees; services or functions as
conditioned on; waiver or refund of fees.

Same; appropriations.
Intrastate sales of colored oleomargarine,

(n) Law governing.

(b) Labeling and packaging requirements.

() Sales In public eating places.

(d) Same; exemption from labellng require-
ments,

(e) Color content of olecomargarine,

Congressional deciaration of policy regarding oleo-
margarine eales,

Contravention of State laws.

Food additives.

(n) Unsafe food additives; exceptlon for con-
formity with exemption or regulation.

(b) Petitlon for regulation prescribing condi-
tions of snfe use; contents; description of
production methods and controls; sam-
ples; notice of regulation.

(¢) Approval or denial of petition; time for
tssuance of order; evaluation of data; fac-
tors.

(d) Regulation issued on Secretary's initiative.

(e) Pubiication and effective date of orders.

(f) Objectlons and public hearing: basis and
contents of order; statement,

(g) Judiclal review.

(h) Amendment or repeal of regulations.

(1) Exemptions for investigational use.

SUBCHAPTER V.—DRUGS AND DEVICES

351. Adulterated drugs and devices.
(a) Polsonous, Insanitary, etc., ingredients.
(b) Btrength, quality, or purity differing from
official compendium,
(c) Misrepresentntion of strength, etc., where
drug 1s unrecognized in compendium,
(d) Mixture with or substitution of another
substance.
352, Misbranded drugs and devices.
(a) False or misleading label,
(b) Package form; contents of label.
(¢) Promtinence of information on Inbel.
(d) Habit-forming substances.

346b.
347.

347a.

347,
343.
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Sec.
352, Misbranded drugs and devices—Continued

(e) Designation of drug by name not in com-
pendium.

(f) Directions for usc and warnings on label,

(g) Representation as recognized drug; packing
and labeling.

(h) Detcriorative drugs; packing aud labeling.

(1) Drug; misleading contalner; imitation;
offer for sale under another hame.

(J) Health-endangering when used as pre-
scribed,

(k) Insulin not properly certified.

(1) Penicillin Improperly certified.

Exemptions in case of drugs and devices.

(8) Regulations for goods to be processed, la-
beled, or repacked elsewhere.

(b) Prescription by physician; exemption from
labeling and prescription requirements;
misbranded drugs; compliance with nar-
cotic and marthuana laws,

Certification of coal-tar colors for drugs.
New drugs.

(a) Necessity of effective application.

(b) Filing application; contents,

(c) Effective dnte of application,

(d) Grounds for refusing applicatlon to be-
come effective.

(e) Suspension of effectiveness of application.

(f) Revocation of order refusing effectiveness.

(g) Bervice of orders,

(h) Appeal from order,

(1) Exemption of drugs for research.
Certification of drugs containing insulin,
Certification of drugs containing peniecillin, strep-

tomyein, chlortetracycline, chloramphe-
nicol, or bacitracin.

(a) Regulations prescribed by Secretary; re-
lease prior to certificatlion.

(b) Provisions of regulations.

(c) Exemption of drugs not involving safety
and efficacy of use,

(d) Exemption of drugs stored, processed, and
labeled at plants other than manufac-
turer, used in manufacture of other drugs
or used for investigational purposes.

(e) Determination of compliance with sections
351 (b) and 352 (g) of this title,

(1) Filing of petitions; contents; notlce; an-
swer; public hearing; orders.

SUBCHAPTER VI.—COSMETICS

Adulterated cosmetics.

Misbranded cosmetics.

Regulations making exemptions.
Certification of coai-tar colors for cosmetics.

358,

354.
3565.

356.
357,

361.
362.
363.
364.

SUBCHAPTER VII—GENERAL ADMINISTRATIVE
PROVISIONS

371. Regulations and hearings.
(a) Authority to promulgate regulations.
(b) Regulations for imports and exports.
(c) Conduct of hearings.
(d) Effectiveness of definitions and standards
of ideutity.
(e) Procedure for establishment.
(f) Review of order.
() Coples of records of hearings.
Examinations and investigations,
(n) Authority to conduct.
(b) Avallability to owner of part of analysis
samples.
(c) Records of other departments and agencies.
372n. Examination of sea food on request of packer;
marking food with results; fees; penalties.
373. Records of interstate shipment.
374. Factory inspection.
(a) Right of agents to enter premises; notice;
promptness.
(b) Written report to owner; copy to Secretary.
(c) Recelpt for samples taken.
(d) Analysis of sumples furnished owner,

372,
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Sec.

375. Publlclty.

(a) Reports,
{b) Information regarding certain goods.
376. Cost of certifieation of conl-tar colors,
377. Revision of United States Pharmacopoeia; develop-
ment of analysis and mechanical and physical
tests.

SUBCHAPTER VIII.—IMPORTS AND EXPORTS

381. Imports and exports,
(n) Imports; examination and rcfusal of ad-
misslon.
(b) Same; disposition of refused articles,
(c) Same; charges concerning refused articies.
(d) Exports.

SUBCHAPTER IX.—MISCELLANEOUS

391, Separability clause.
392. Exemption of meats and meat food products.

SUBCHAPTER 1L—SHORT TITLE

§ 301, Short title.

This chapter may be cited as the Federal Food,
Drug, and Cosmetic Act. (June 25, 1938, ch. 675,
§ 1, 52 Stat. 1040.)

EFFECTIVE DATE

Scction 902 (a) of act June 25, 1938, provided that this
section should take effect twelve months after June 25,
1938,

SUBCHAPTER II.—DEFINITIONS

§ 321. Definitions; gencrally,

For the purposes of this chapter—

(a) The term “Territory” means any Territory or
possession of the United States, including the Dis-
trict of Columbia and excluding the Canal Zone.

(b) The term “interstate commerce” means (1)
commerce between any State or Territory and any
place outside thereof, and (2) commerce within the
District of Coiumbia or within any other Territory
not organized with a legislative body,

(c) The term “Department” means the Depart-
ment of Health, Education, and Welfare.

(d) The term “Secretary’” means the Secretary of
Heaith, Education, and Welfare.

(e) The term “person” includes individual, part-
nership, corporation, and association.

(f) The term “food” means (1) articles used for
food or drink for man or other animals, (2) chewing
gum, and (3) articles used for components of any
such article.

(g) The term “drug” means (1) articies recognized
in the official United States Pharmacopeia, official
Homawopathic Pharmacopeia of the United States,
or official National Formulary, or any supplement to
any of them; and (2) articles intended for use in the
diagnosis, cure, mitigation, treatment, or prevention
of disease in man or other animals; and (3) articles
(other than food) Intended to affect the structure or
any function of the body of man or other animals;
and (4) articles intended for use as a component of
any article specified in clauses (1), (2), or (3) of this
subsection; but does not include devices or thelr
components, parts, or accessories,

(h) The term “device” (except when used in para-
graph (n) of this section and In sections 331 (), 343
(f), 352 (¢), and 362 (c)) of this title means instru-
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ments, apparatus, and contrivances, including their
components, parts, and accessories, intended (1) for
use in the diagnosis, cure, mitigation, treatment, or
prevention of disease in man or other animals; or
(2) to affect the structure or any function of the
body of man or other animals.

(i) . The term *cosmetic” means (1) articles in-
tended to be rubbed, poured, sprinkled, or sprayed
on, introduced into, or otherwise applied to thc human
body or any part thereof for cleansing, beautifying,
promoting attractiveness, or altering the appear-
ance, and (2) articles intended for use as a compo-
nent of any such articles; except that such term shall
not include soap.

(J) The term “official compendium” means the of-~
ficlal United States Pharmacopeia, official Homao-
pathic Pharmacopeia of the United States, official
National Formulary, or any supplement to any of
them.

(k) The term “label” means a display of written,
printed, or graphic matter upon the immediate con-
tainer of any article; and a requirement made by or
under authority of this chapter that any word, state-
ment, or other information appcar on the label shall
not be considered to be complied with unless such
word, statement, or other information also appears
on the outside container or wrapper, if any there
be, of the retall package of such article, or is easily
legible through the outside container or wrapper,

(1) The term “Immediate container” does not in-
clude package liners,

(m) The tcrm “labeling” means all labels and other
written, printed, or graphic matter (1) upon any ar-
ticle or any of its contalners or wrappers, or (2)
accompanying such article,

(n) If an article is alleged to be misbranded be-
cause the labeling is misleading, then in determining
whether the labeling is misleading there shall be
taken into account (among other things) not only
representations made or suggested by statement,
word, design, device, or any combination thereof, but
also the extent to which the labeling falis to reveal
facts material in the light of such representations or
material with respect to consequences which may
result from the use of the article to which the label-
ing relates under the conditions of use prescribed in
the labeling thercof or under such conditions of use
as are customary or usual.

(0) The representation of a drug, in its labeling,
as an antiseptic shall be considered to be a repre-
sentation that it is a germicide, except in the case
of a drug purporting to be, or represented as, an
antiseptic for inhibitory use as a wet dressing, oint-
ment, dusting powder, or such other use as involves
prolonged contact with the body.

(p) The term “new drug” means—

(1) Any drug the composition of which is such
that such drug is not generally recognized, among
experts qualified by sclentific training and ex-
perience to evaluate the safety of drugs, as safe
for use under the conditions prescribed, recom-
mended, or suggested in the labeling thereof, ex-
cept that such a drug not so recognized shall not
be deemed to be a “new drug” if at any time prior
to the encctment of this chapter it was subject to
former sections 1—§ and 7—15 of this title, and if

TITLE 21.—FOOD AND DRUGS

§ 321

at such time its labeling contained the same
representations concerning the conditions of its
use; or

(2) Any drug the composition of which is such
that such drug, as a result of investigations to
determine its safety for use under such conditions,
has become so recognized, but which has not,
otherwise than in such investigations, been used
to a material extent or for a material time under
such conditions.

(q) The term "pesticide chemical” means any sub-
stance which, alone, in chemical combination or in
formulation with one or more other substances, is an
“economic poison” within the meaning of the Federal
Insecticide, Fungieide, and Rodenticide Act as now
in force or as hereafter amended, and which is used
in the production, storage, or transportation of raw
agricuitural commodities.

(r) The term “raw agricultural commodity”
means any food in its raw or natural state, includ-
ing all fruits that are washed, colored, or otherwise
treated in their unpeeled natural form prior to mar-
keting.

(s) The term ‘“‘food additive” means any sub-
stance the intended use of which results or may
reasonably be expected to result, directly or indi-
rectly, in its becoming a component or otherwise
affecting the characteristics of any food (including
any substance intended for use in producing, manu-
facturing, packing, processing, preparing, treating,
packaging, transporting, or holding food; and in-
cluding any source of radiation intended for any
such use), if such substance is not generally rec-
ognized, among experts qualified by scientific train-
ing and experience to evaluate its safety, as having
been adequately shown through scientific procedures
(or, in the case of a substance used in food prior
to January 1, 1958, through either scientific proce-
dures or experience based on common use in food)
to be safe under the conditions of its intended use;
except that such term does not include—

(1) a pesticide chemical in or on a raw agri-
cultural commodity; or

(2) a pesticlde chemical to the extent that it
is intended for use or is used in the production,
storage, or transportation of any raw agricultural
commodity; or

(3) any substance used in accordance with a

sanction or approval granted prior to September 6,

1958, pursuant to this chapter, the Poultry Prod-

ucts Inspection Act (21 U. 8. C. 451 and the

foilowing) or the Meat Inspection Act of March 4,

1907, as amended and extended.

(t) The term *“safe”, as used in paragraph (s)
of this section and in section 348 of this title, has
reference to the health of man or animal, (June 25,
1938, ch. 675, § 201, 52 Stat. 1041; 1940 Reorg. Plap
No. 1V, § 12, eff. June 30, 1940, 5 F. R. 2422, 54 Stat.
1237; 1953 Reorg. Plan No. 1, § 5, eff. Apr. 11, 1953,
18 F. R. 2053, 67 Stat. 631; July 22, 1954, ch. 559,
§ 1, 68 Stat. 511; Sept. 6, 1958, Pub. L. 85-929, § 2,
72 Stat. 1784.)

REFERENCES IN TEXT
Sections 1—5 and 7—15, referred to in subsec. (p) (1),
constituted the Food and Drug Act of 1906, and were
repealed by section 902 (a) of act June 25, 1938.
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The Federal Insecticide, Fungicide, and Rodenticide
Act, referred to in subsec. (q), I8 classified to sections
135—135k of Title 7, Agriculture.

The Poultry Products Inspection Act, referred to in the
text of subsec. (s) (3) is classified to chapter 10 of this
title.

The Meat Inspection Act of Mar, 4, 1807, referred to
in the text of subsec. (8) (3) is classified to section 71
et seq. of this title.

AMENDMENTS
1958-—Subsecs. (3) and (t) added by Pub, L. 85-928.
1854—Subsecs, (q) and (r) added by act July 22, 1854,

EFFECTIVE DATE OF 1868 AMENDMENT
Addition of subsecs. (s) and (t) as effective Sept, 6,
1058, see sectlon 68 (a) of Pub. L. 85-828, set out as a note
under sectlon 342 of this title.

EFrFECTIVE DATE OF 1864 AMENDMENT

Effective date of subsecs. (q) and (r), see note under
section 342 of this title.

EFFECTIVE DATE
Section 802 (a) of act June 25, 1838, provided that this
section should take effect twelve months after June 25,
1938, .
8HORT TITLE
Section 1 of Pub. L. 85-829 provided that Pub. L. 85-
928, which is classified to subsecs. (s) and (t) of this
section, notes under sections 331, 342, and 461 of this
title, section 348 of this title, note under section 2206 of
Title 5, Executive Departments and Government Officers
and Employees, and sections 331 (j), 342 (a), and 346
(a) of this title, and section 210 (g) of Title 42, The
Publlc Health and Weifare, should be popularly known as
the “Food Additives Amendment of 1863,

TRANSFER OF FUNCTIONS
All functions of the Federal Security Administrator

were transferred to the Secretary of Health, Education, and"

Welfare and all agencles of the Federal S8ecurity Agency
were transferred to the Department of Health, Education,
and Welfare by section § of 1953 Reorg. Plan No. 1, set out
as 8 note under section 623 of Title 5, Executive Depart-
ments and Government Officers and Employees. The Fed-
eral Security Agency and the office of Administrator were
abolished by section 8 of 1953 Reorg. Plan No. 1.

The Food and Drug Administration, which is charged
with the administration of this chapter, was transferred
from the Department of Agriculture to the Federal
Security Agency, to be administered under the direction
and supervision of the Federal Security Administrator,
by 1840 Reorg. Plan No. IV, § 12, set out as a note under
section 133t of Titie 5.

CROSS REFERENCES

Appropriations for purpose and administration of sub.
secs. (q) and (r), see section 346b of this title,

§ 321a. Same; butter.

For the purposes of this chapter “butter” shall
be understood to mean the food product usually
known as butter, and which is made exclusively
from milk or cream, or both, with or without common
salt, and with or without additional coloring mat-
ter, and containing not less than 80 per centum
by weight of miik fat, all tolerances having been
allowed for. (Mar. 4, 1923, ch. 268, 42 Stat. 1500;
June 25, 1938, ch. 6175, § 902 (a), 52 Stat. 1059.)

CODIFICATION
8Section, which is not a provision of the Federal Food,
Drug, and Cosmetic Act, which comprises this chapter,
was formerly section 6 of this title. Act June 25, 1938,
provided that the section should remain in force and
effect and be applicable to the provisions of this chapter.
See section 382 (a) of this title,

§ 321b. Same; package.

The word “package” where it occurs in this chap-
ter shall include and shall be construed to include
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wrapped meats inclosed in papers or other materials
as prepared by the manufacturers thereof for sale.
(July 24, 1119, ch, 26, 41 Stat. 271; June 25, 1938, ch.
675, § 902 (u), 52 Stat. 1069.)

CODIFICATION

Section, which is not a provision of the Fediral Fcod,
Drug, and Cosmetic Act, which comprises this chiapter,
was formerly the last sentence of paragraph third of sec-
tion 10 of this title, and was made applicable to that act by
act June 26, 18038. See jection 392 (a) of this title.

§ 321c. Same; nonfat di v milk; milk.

For the purposes of this chupter, nonfat dry milk
is the product resulting from the removal of fat
and water from milk, and contains the lactose, milk
proteins, and milk minerals in the same relative
proportions as in the fresh milk from which made.
It contains not aver 6 per centum by weight of
moisture. The fat content is not over 112 per cen-
tum by weight unless otherwise indicated,

The term “milk", when used herein, means sweet
milk of cows. (Mar, 2, 1944, ch. 77, 58 Stat. 108;
July 2, 1966, ch, 495, 70 Stat. 486.)

CODIFICATION
Section was not enacted as a part of the Federal Food,
Drug, and Cosmetic Act, which comprises this chapter,
but was made appiicable thereto,
AMENDMENTS

1956--Act July 2, 18566, amended section, substituting
“nonfat dry milk” for “nonfat dry milk solids or de-
fatted miik solids",

SUBCHAPTER II1—PROHIBITED ACTS AND
PENALTIES
§ 331. Prohihited acts.

The following acts and the causing thereof are
prohibited:

(a) The introduction or delivery for introduction
into interstate commerce of any food, drug, device, or
costnetic that is adulterated or misbranded.

(b) The adulteration or misbranding of any food,
drug, device, or cosmetic in interstate commerce.

(c) The receipt in interstate commerce of any
food, drug, device, or cosmetic that is a.dulterated or
misbranded, and the delivery or proffered delivery
thereof for pay or atherwise.

(d) The introduction or delivery for introduction
into interstate commerce of any article in violation
of section 344 or 355 of this title.

(e) The refusal to permit access to or copying of
any record as required by section 373 of this title.

(f) The refusal to permit entry or inspection as
authorized by section 374 of this title.

(g) The manufacture within any Territory of
any food, drug, device, ar cosmetic that is adulterated
or mishbranded,

(h) The giving of a guaranty or undertaking re-
ferred to in section 333 (¢) (2) of this title which
guaranty or undertaking is false, except by a person
who relied upon a guaranty or undertaking to the
same effect signed by, and containing the name and
address of, the person residing in the United States
from whom he received in good faith the food, drug,
device, or cosmetic; or the giving of a guaranty or
undertaking referred to in section 333 (¢) (3) of
this title which puaranty or undertaking is false.



Page 3765

(1) Forging, counterfeiting, simnlating, or falsely
representing, or without proper authority using any
raark, stamp, tag, label, or other identification de-
vice authorized or required by regulations promul-
gated under the provisions of sections 344, 346 (b),
354, 356, 357, or 364 of this title,

(}) The using by any person to his own advan-
tage, or revealing, other than to the Secretary or
officers or employees of the Department, or to the
courts when relevant in any judicial proceeding
under this chapter, any informatlon acquired under
authority of sections 344, 348, 355, 356, 357, or 374
of this title concerning any method or process which
as a trade secret is entitled to protection.

(k) The alteration, mutilation, destruction, ob-
literation, or removal of the whole or any part of
the labeling of, or the dolng of any other act with
respect to, & food, drug, device, or cosmetiec, if such
act s done while such article is held for sale (whether
or not the first sale) after shipment in interstate
commerce and results in such article being adulter-
ated or misbranded.

(I) The using, on the labeling of any drug or in
any advertising relating to such drug, of any repre-
sentation or suggestion that an application with re-
spect to such drug is effective under section 355 of
this title, or that such drug complies with the pro-
visions o” such section,

(m) 7The sale or offering for sale of colored olco-
margarine or colored margarine, or the possession or
serving of colored oleomargarine or colored mar-
garine in violation of subsections (b) or (¢) of sec-
tion 347 of this title.

(n) The using, in labeling, advertising or other
sales promotion of any reference to any report or
analysis furnished in compiiance with section 374 of
this title. (June 25, 1938, ch. 675, § 301, 52 Stat.
1042; 1940 Reorg. Plan No. IV, §12, eff. June 30,
1940, 5 F. R. 2422, 54 Stat. 1237; Dec. 22, 1941, ch.
613, § 1, 55 Stat. 851; July 6, 1945, ch. 281, § 1, 59
Stat. 463; Mar. 10, 1947, ch. 16, § 1, 61 Stat. 11; June
24, 1948, ch. 613, § 1, 62 Stat. 582; Mar. 16, 1950,
ch, 61, §3 (b), 64 Stat. 20; 1853 Reorg. Plan No. 1,
§5, eff. Apr. 11, 1853, 18 F. R. 2053, 67 Stat. 631;
Aug. 7, 1953, ch. 350, §2, 67 Stat. 477; Sept. 8,
1958, Pub. L. 85-929, § 5, 72 Stat. 1788.)

AMENDMENTS

1958-—8ubsec, (J) amended by Pub. L. 86-920, which
inserted ‘348" following 344", "

1853—8ubsec. (n) added by act Aug. 7, 19563.

1950--Bubsec. (m) added by act Mar. 18, 1960,

1948—Subsec. (k) amended by act June 24, 1848, by
inserting '‘(whether or not the first gale)’” 8o as to make
it clear that this subsection 18 not limited to the case
where the act occurs while the article is :ield for the
first sale after interstate shipment, and extends cover-
age of subsection to acts which result in adulteration.

1947—Subsec. (J) amended by act Mar. 10, 1947, which
insertec ‘3686, 357" following "'344, 355",

1945—Subsec, (1) amended by act July 6, 1945, which
inserted “357" following “356".

184]—8ubsec. (1) amended by act Dec. 22, 1941, which
inserted reference to section 356.

EFFECTIVE DATE OF 1058 ANENDMENT

Amendment of subsec., (J) as effective Sept. 6, 1958,
see section 6 (a) of Pub. L. 85-020, set out a8 note under
section 342 of this title,
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ErFECTIVE DATE oF 1060 AMENDMENT

Amendment of section by act Mar. 16, 1960, as effective
July 1, 1060, see note set out under section 347 of this
title.

EFFECTIVE DATE

Section 002 (a) of act June 26, 1038, provided that thls
gection should take effect twelve months after June 25,
1938.

TAANSFER OF FUNCTIONS

All functions of the Federal Becurity Administrator
were transferred to the Secretary of Health, Education,
and Welfare and all agencies of the Federal Security
Agency were transferred to the Department of Health,
Education, and Welfare by section 5 of 19563 Reorg. Plan
No. 1, set out as a note under section 623 of Title b,
Fxecutive Departments and Government Officers and Em-
ployees. The Federal Security Agency and the office of
Administrator were abolished by section 8 of 1953 Reorg.
Plan No. 1.

See, also, note under section 321 of this title,

§ 332, Injunction proceedings.
(a) Jurisdiction of courts.

The district courts of the United States and the
United States courts of the Territories shall have
jurisdiction, for cause shown, and subject to the
provisions of section 381 (relating to notice to oppo-
site party) of Title 28, to restrain violations of sec-
tion 331 of this title, except paragraphs (e), (f),
and (h)—(}) of said section,

(bh) Violation of injunction,

In case of violation of an injunction or restrain-
ing order issued under-this section, which also con-
stitutes a violation of this chapter, trial shall be
by the court, or, upon Jdemand of the accused, by a
jury. Such trial shall be conducted in accordance
with the practice and procedure applicable in the
case of proceedings subject to the provisions of sec-
tion 387 of Title 28. (June 26, 1938, ch. 675, § 302,
52 Stat. 1043.)

REFERENCES IN TEXT

Section 381 of Title 28, as amended, referred to in sub-
sec. (8), was repealed by act June 26, 1948, ch. 6486, § 39,
62 Stat. D92, efl. Sept. 1, 1948, and is now covered by rule 656
of Federal Rules of Civil Procedur», Title 28, Appendix,
Judiciary and Judicial Procedure.

Section 387 of Title 28, as amended, referred to in sub-
sec. (b), was repealed by act June 25, 1948, ch. 645,
§ 21, 62 Stat. 862, and is now covered by section 402 of
Title 18, Crimes and Criminal Procedure, and rule 42 (b)
of the Federal Rules of Criminal Prncedure, Title 18,
Appendix.

EFFECTIVE DATE

Section 902 (a) of act June 25, 1938, provided that this
section should take effect twelve months after June 25,
1038.

§333. Penalties.

(a) Violation of section 331 of this title,

Any person who violates any of thn provisions of
section 331 of this title shall be guilty of a mis-
demeanor and shall on conviction thereof be subject
to imprisonment for not more than one year, or a
fine of r.ot more than $1,000, or both such imprison-
ment and fine; but if the violation is committed after
a convict:on ¢f such person under this section has
become final such person shall be subject to iinpris-
onment for not more than three years, or a fine of
not more than $10,000, or both such imprisonment
and fine.

(h) Same; with intent to defraud or mislead.
Notwithstanding the provisions of subsection (a)
of this section, in case of a violation of any of the
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provisions of section 331 of this title with Intent to
defraud or mislead, the penalty sha.l be imprison-
ment for not more than three years, or a fine of not
more than $10,000, or both such imprisonment and
fine,

(c) Exceptions in certain cases of good faith, etc.

No person shall be subject to the penalties of sub-
section (a) of this section, (1) for having recelved in
interstate commerce any article and delivered it or
proffered delivery of it, if such dellvery or proffer
was made in good faith, unless he refuses to furnish
on request of an officer or employee duly designated
by the Becretary the name and address of the
person from whom lie purchased or recelved such
arlicle and copies of all documents, if any there be,
pertaining to the dellvery of the article to him;
or (2) for having violated section 331 (a) or (d) of
this titie, if he establishes a guaranty or undertaking
signed by, and containing the name and address of,
the person residing in the United States from whom
he recefved in good faith the article, to the effect, in
case of an alleged violation of section 331 (a) of this
title, that such article is not adulterated or mis-
branded, within the meaning of this chapter desig-
nating this chapter or to the effect, in case of an
alleged violation of section 331 (d) of this title, that
such article is not an article which may not, under
the provisions of section 344 or 355 of this title,
be introduced into interstate commerce; or (3) for
having violated section 331 (a) of this title, where
the violation exists because the article Is adulterated
by reason of containing a coal-tar color not from a
bateh certifled in accordance with regulations pro-
mulgaled by the Secretary under this chapter,
if such person establishes a guaranty or undertaking
signed by, and containing the name and address of,
the manufacturer of the coal-tar color, to the effect
that such color was from a batch certified in accord-
ance with the applicable regulations promulgated
by the Secretary under this chapter; or (4) for
having violated section 331 (b)), (¢) or (k) by failure
to comply with section 352 (f) of this title in respect
to an article recelved in interstate commerce to
which neither section 353 (a) nor 353 (b) (1) of this
title is applicable, if the delivery or proffered deliv-
ery was made in good falth and the labeling at the
time thereof contained the same directions for use
and warning statements as were contained in the
labeling at the time of such receipt of such article.
(June 25, 1938, ch, 675, § 303, 52 Stat. 1043; 1940
Reorg. Plan No. IV, § 12, eff. June 30, 1940, 5 F. R,
2422, 54 Stat. 1237; Oct. 28, 1951, ¢h. 578, §2, 65
Stat. 649; 1953 Reorg. Plan No. 1, § 5, eff. Apr. 11,
1953, 18 F. R. 2053, 67 Stat. 631.)

AMENDMENTS
1951—Subsee. (c¢) (4) ndded by act Oct. 26, 1951,

EFFECTIVE DATE OF 1851 AMENDMENT

Section 3 of act Oct. 26, 1951, provided that the amend-
ment of this section should take effect six months after
Oct. 26, 1951.

EFFECTIVE DATE

Section 902 (n) of nct June 25, 1938, provided that this
section should take effect twelve months after June 25,
1938.

TRANSFER OF FUNCTIONS

All functions of the Federal Security Administrator
‘vere transferred to the Secretary of Health, Education,
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and Welfare and all agencles of the Federal Securlty
Agency were transferred to the Department of Health,
Education, and Welfare by sectlon 6 of 1963 Reorg. Plan
No. 1, set out as a note under section 623 of Title 5,
Executive Departments and Government Gfficers and Em-
ployees, The Federal Sccurity Agency and the office of
Adminlstrator were abolished by sectlon 8 of 1953 Reorg.
Plan. No. 1.
See, also, note under sectlon 321 of this title,
CROSS REFERENCES

Furnlshing of guarantles, applicabllity to raw agricul-
tural commodItles, see sectlon 346a (n) of this title,

§ 334, Seizure.

(a) Grounds and jurisdictlon.

Any article of food, drug, device, or cosmetic that
is aduiterated or misbranded when introduced into
or while in interstate commerce or while held for
sale (whether or not the first sale) after shipment In
interstate commerce, or which may not, under the
provisions of section 344 or 355 of this title, be in-
troduced into Interstalte commerce, shall be llable
to be proceeded against while in intcrstate com-
mcerce, or at any time thereafter, on libel of in-
formation and condemned in any district court of
the United States within the jurisdiction of which
the article is found: Provided, however, That no
libel for condemnation shall be instituted under this
chapter, for any alicged micbranding if there is
pending in any court a libel for condemnation pro-
ceeding under this chapter based upon the same
alleged misbranding, and not more than one such
proceeding shall be instituted if no such proceeding
is so pending, except that such limitations shall not
apply (1) when such misbranding has been the basis
of a prior judgment in favor of the United States,
in a criminal, injunction, or libel for condemnation
proceeding under this chapter, or (2) when the Sec-
retary has probable cause to believe from facts found,
without hearing, by him or any officer or ¢mployee
of the Department that the misbranded article is
dangcrous to health, or that the labeling of the mis-
branded article {s fraudulent, or would be in a mate-
rial respect misleading to the injury or damage
of the purchaser or consumer. In any case where
the number of libel for eondemnation proceedings is
limited as above provided the proeeeding pending or
instituted shall, on application of the claimant, sea-
sonably made, be removed for trial to any district
agrced upon by stipulation between the parties, or, in
case of fallure to so stipulate within a reasonable
time, the clalmant may apply to the court of the dis-
trict in which the seizure has been made, and such
court (after giving the United States attorney for
such district rersonable notice and opportunity to be
heard) shall by order, unless good cause to the con-
trary is shown, specify a district of reasonable prox-
imity to the claimant’s priicipal place of business, to
which the case shall be removed for trial,

(b) Procedure; multiplicity of pending proceedings.
The article shall be {iable to selzure by process pur-
suant to the libel, and the procedure in cases under
this section shall conform, as nearly as may be, to
the procedure in admiraity; except that on demand
of cither party any issue of fact joined in any such
ease shall be tried by jury. When iibel for condem-
nation proceedings under thls scction, involving the
same eclaimant and the same issues of adulteration or
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misbranding, are pending in two or more jurisdic-
tiony, such pending proceedings, upon application of
the claimant seasonably made to the court of one
such jurisdlction, shall be consolidated for trial by
order of such court, and trled in (1) any district
selected by the claimant where one of such proceed-
Ings Is pending; or (2) a district agreed upon by stip-
ulation between the parties. If no order for consoll-
dation is so made within a reasonable time, the claim-
ant may apply to the court of one such jurisdiction,
and such court (after giving the United States at-
torney for such district reasonable notice and oppor-
tunity to be heard) shall by order, unless good cause
to the contrary is shown, specify a district of reason-
able proximity to the claimant’s principal place of
business, in which all such pending proceedings shall
be consolidated for trial and trled, Such order of
consolidation shall not apply so as to require the
removal of any case the date for trial of which has
been fixed. The court granting such order shall give
prompt notificatlon thereof to the other courts hav-
ing jurlsdiction of the cases covered thereby.

(c) ?vinillnbllity of samples of seized goods prior to
rial,

The court at any time after selzure up to a
reasonable time before trial shall by order allow any
party to & condemnation proceeding, his attorney
or agent, to obtain a representative sample of the
article selzed and a true copy of the analysis, if any,
on which the proceeding is based and the identifying
marks or numbers, {f any, of the packages from
whilch the samples analyzed were obtalned,

d) lt)iisposition of goods after decree of coudemna-
on,

Any food, drug, device, or cusmetic condemned
under this section shall, after entry of the decree,
be disposed of by destruction or sale as the court
may, in accordance with the provisions cf this sec-
tion, direct and the proceeds thereof, if sold, less
the legal costs and charges, shall be pald into the
Treasury of the Unlted States; but such article
shall not be sold under such decree contrary to the
provisions of this chapter or the laws of the juris-
diction in which sold: Provided, That after entry cf
the decree and upon the payment of the costs of
such proceedings and the execution of a good and
sufficlent bond conditioned that such article shall
not be sold or disposed of contrary to the pro-
vislons of this chapter or the laws of any State or
Territory in which sold, the court may by order
direct that such article be delivered to the owner
thereof to be destroyed or brought into compliance
with the provisions of this chapter under the super-
vision of an officer or employee duly designated by
the Secretary, and the expenses of such super-
vision shall be pald by the person obtaining release
of the article under bond, If the article was im-
ported into the United States and the person seek-
ing its release establishes (1) that the adulteration,
misbranding, or violation did not occur after the
article was imported, and (2) that he had no cause
for belleving that it was adulterated, misbranded,
or In violation before it was released from customs
custody, the court may permit the article to be
delivered to the owner for exportation in lleu of
destruction upon a showing by the owner that all
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of the conditions of section 381 (d) of this title can
and will be met: Provided, however, That the pro-
visions of this sentence shall not apply where con-
demnation is based upon violation of section 342
(a) (1), (2), or (6), section 351 (a) (3), section
352 (j), or section 361 (a) or (d) of this title: And
provided further, That where such exportatlon is
made to the original foreign supplier, then clauses
(1) and (2) of section 381 (d) of thls title and the
foregoing proviso shall not be applicable; and in all
cases of exportation the bond shall be conditioned
that the article shall not be sold or disposed of
until the applicable conditions of section 381 (d) of
this title have been met. Any article condemned
by reason of its being an article which may not,
under sectlon 344 or 355 of thls title, be introduced
into interstate commerce, shall be disposed of by
destruction,

(e) Costs.

When a decree of condemnation is entered against
the article, court costs and fees, and storage and
other proper expenses, shall be awarded against
the person, if any, intervening as claimant of the
article.

(f) Removal of case for trial,
In the case of removal for trial of any case as
provided by subsection (a) or (b) of this sectlon—
(1) The clerk of the court from whilch removal
is made shall promptly transmit to the court in
which the case is to be tried all records In the case
necessary in order that such court may exercise
jurisdiction,
(2) The court to which such case was removed
shall have the powers and be subject to the duties,
for purposes of such case, which the court from
which removal was made would have had, or to
which such court would have been subject, If such
case had not been removed.
(June 25, 1938, ch. 675, § 304, 52 Stat. 1044; 1940
Reorg. Plan No. 1V, § 12, eff. June 30, 1940, 5 F. R.
2422, 54 Stat. 1237; June 24, 1948, ch. 613, § 2, 62
Stat. 582; 1953 Reorg. Plan No, 1, § 5, eff. Apr, 11,
1953, 18 F. R. 2053, 67 Stat. 631; Aug. 7, 1953, ch, 350,
§ 3, 67 Stat. 477; Aug. 31, 1957, Pub, L. 85-250, 71
Stat. 567.)
AMENDMENTS

1967—-Subsec. (d) amended by Pub. L. 86-250 to per-
mit, under certain circumstances, reexportation of articles
condemned at places other than originai port of entry.

1953—8ubsec. (c) amended by act Aug. 7, 1853, to pro-
vide that a true copy of the analysls in any case shail be
furnished the owner.

1948—Subsec. (a) amended by act June 24, 1048, by
Insertlng “or whlle held for sale (whether or not the
first sale) after shipment In interstate commerce” to
make this subsection coextenslve with section 331 (k) of
this title.

EFFECTIVE DATE

Section 902 (a) of act June 25, 1838, provided that this
sectlon should take effect tweive months after June 25,
1938,

® TRANSFER OF FUNCTIONS

All functions of the Federal Becurity Adminlstrator
were transferred to the Becretary of Health, Education,
and Welfare and all agencles of the Federal Security
Agency were transferred to the Department of Health,
Educatlon, and Welfare by sectlon 5 of 1953 Reorg. Plan
No. 1, set out as a note under sectlon 623 of Title 5,
Executive Departments and Government Officers and Em-
ployees. The Federal Security Agency and the office of
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A iministrator were abolished by section 8 of 1953 Reorg.
Plan No. 1.
See, als0, note under section 321 of this title.

§ 335. Hearing before report of criminai violation.

Before any violation of this chapter is reported by
the Secretary to any United States attorney for
institution of a criminal proceeding, the person
against whom such proceeding is contemplated shall
be given appropriate notice and an opportunity to
present his views, elther orally or in writing, with
regard to such contemplated proceeding. (June 25,
1938, ch. 675, § 305, 52 Stat. 1045; 1940 Reorg. Plan
No. IV, § 12, eff. June 30, 1940, § F. R, 2422, 54 Stat.
1237; 1953 Reorg. Pian No. 1, § 5, eff. Apr. 11, 1953,
18 F. R. 2053, 67 Stat, 631.)

ErrEcTIVE DATE
Bection 902 (a) of act June 25, 1938, provided that this
section should take effect twelve months after June 26,

1038.
TRANSFER OF FUNCTIONS

All functions of the Federal Security Administrator
were transferred to the Becretary of Health, Education,
and Welfare and all agencies of the Federal Security
Agency were transferred to the Department of Health,
Education, and Welfare by section 5 of 19568 Reorg. Plan
No. 1, set out as a note under section 623 of Title 5,
Executive Departmenta and Government Officers and Em-~
ployees, The Federal Security Agency and the office of
Administrator were abollshed by section 8 of 1963 Reorg.
Plan No. 1,

See, also, note under sectlon 321 of this title.

§ 336. Report of minor violations,

Nothing in this chapter-shall be construed as re-
quiring the Secretary to report for prosecution, or
for the institution of libel or injunction proceed-
ings, minor violations of this chapter whenever he be-
lleves that the public interest will be adequately
served by a suitable written notice or warning. (June
25, 1938, ch. 675, § 308, 52 Stat. 1045; 1940 Reorsg.
Pian No. IV, § 12, eff. June 30, 1840, 5 F. R. 2422, 54
Stat. 1237; 1958 Reorg. Plan No. 1, § 5, eff. Apr. 11,
1953, 18 F, R. 2053, 67 Stat. 631.)

ErrrcTive DATE

Section 802 (a) of act June 25, 1938, provided that this
section should take effect twelve months after June 25,
1638. TR/ NSFER OF FUNCTIONS

All functions of the Federal Becurity Administrator were
transferred to the Secretary of Health, Education, and
Welfare and all agencles of the Federal Security Agency
were transferred to the Department of Health, Education,
and Welfare by section 5 of 1953 Reorg. Plan No. 1, set out
as a note under section 623 of Title 5, Executive Depart-
ments and Government Officers and Employees. The Fed-
eral Security Agency and the office of Administrator were
abollshed by section 8 of 1863 Reorg. Pian No. 1.

Ses, also, note under section 321 of this title.

§ 337. Proceedings in name of United States; provi-
sion as to subpoenas.

All such proceedings for the enforcement, or to re-
straln violations, of this act shall be by and in the
name of the United States. Subpoenas for witnesses
who are required to attend a court of the United
States, in any district, may run into any other dis-
trict in any such proceeding. (June 25, 1938, ch.
675, § 307, 52 Stat. 1046; Sept. 3, 1954, ch. 1263, § 37,
68 Stat. 1239.)

AMENDMENTS

1854—Act SBept. 8, 1954, amended section to eliminate
reference to former section 654 of Title 28 which has been
repealed.
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ErrFecTivE DATE

Section 002 (a) of act June 25, 1938, provided that this
section should take effect twelve months after June 25,
1938.

SUBCHAPTER 1V.—FOOD

§ 841. Definitions and standards for food.

Whenever in the judgment of the Secretary such
action will promote honesty and fair dealing in
the interest of consumers, he shall promulgate
regulations fixing and establishing for any food, un-
der its common or usual name s0 far as practicable,
a reasonable definition and standard of identity, a
reasonable standard of quality, and/or reasonable
standards of fill of container: Provided, That no
definition and standard of identity and no standard
of quality shall be established for fresh or dried
fruits, fresh or dried vegetables, or butter, except
that deflnitions and standards of identity may be
established for avocadoes, cantaloupes, citrus fruits,
and melons. In prescribing any standard of fill of
container, the Secretary shall give due conslderation
to the natural shrinkage in storage and in transit of
fresh natural food and to need for the necessary
packing and protective material. In the prescrib-
ing of any standard of quality for any canned fruit
or canned. vegetable, consideration shall be given
and due allowance made for the differing character-
istics of the several varletles of such fruit or vege-
table. In prescribing a definition and standard of
identity for any food or class of food in which
optional Ingredients are permitted, the Secretary
shall, for the purpose of promoting honesty and fair
dealing in the interest of consumers, designate the
optional Ingredients which shall be named on the
label. Any definition and standard of identity pre-
scribed by the Secretary for avocadoes, cantaloupes,
citrus fruits, or melons shall relate only to maturity
and to the effects of freezing., (June 25, 1938, ch.
675, § 401, 52 Stat, 1046; 1940 Reorg. Plan No. IV,
§ 12, eff. June 30, 1940, 56 F. R. 2422, 54 Stat, 1237;
1953 Reorg. Plan No. 1, § 5, eff. Apr. 11, 1853, 18 F. R.
2053, 67 Stat. 631; Apr, 15, 1954, ch. 143, § 1, 68 Stat.
54; Aug. 1, 1956, ch. 861, § 1, 70 Stat. 919,)

AMENDMENTS

1966—Act Aug. 1, 18568, amended section by designat-
ing provisions constituting subsec. (a) as entire section
and by repealing subsec. (b), which provided the pro-
cedure for establishment of regulations and is now cov-
ered by section 371 (e) of this title.

1954-—8Subsec. (a), formerly entire section, was so des-
ignated by act Apr. 15, 1964.

Subsec. (b) added by act Apr. 15, 1054,

EFFECTIVE DATE
Section 802 (a) of act June 25, 1938, provided that thls
sectlon should take effect twelve months after June 25,
1938.
SAVINGS CLAUSBE
Section 3 of act Aug. 1, 19566, provided that: “In any
case in which, prior to the enactment of this Act [Aug. 1,
1866], a public hearing has been begun in accordance
with section 401 of the Federai Food, Drug, and Cosmetic
Act [341 of this title] upon a proposal to issue, amend,
or repeal any regulation contemplated by such section,

* or has been begun in accordance with sectlon 701 (e) of

such Act [section 371 (e) of this title] upon a proposal
to issue, amend, or repeal any regulation contemplated
by section 403 (J), 404 (a), 406 (a) or (b), 501 (b), 502
(d), 602 (h), 504 or 604 of such Act [section 343 (§), 344
(a), 346 (a) or (b), 861 (b), 362 (d), 352 (h), 354, or
364 of this title], the provisions of such sectlon 401 or
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701 (e), as the case may be, as in force immediately
prior to the date of the enactment of this Act [Aug. 1,
1958], shall be applicable as though this Act [amending
this section and section 371 (e) of this title] had not
been enacted.”

TRANSFER OF PUNCTIONS

All functions of the Federal Security Administrator
were transferred to the Secretary of Health, Education,
and Weifare and all agencles of the Federal Security
Agency were trardsferred to the Department of Heaith,
Education, and Weifare by section 5 of 1953 Reorg. Plan
No. 1, set out as & note under section 623 of Title b,
Executive Departments and Government Officers and Em-
ployees. The Federal SBecurity Agency and the office of
Administrator were abollshed by section 8 of 1953 Reorg.
Plan No. 1,

See, also, note under section 321 of this title,

HeArINGS PENDING ON APRIL 15, 1064

Section 3 of act Apr. 15, 1954, provided: “In any case in
which, prior to the date of the enactment of this Act
[April 15, 1954], & public hearing has been begun, in ac-
cordance with section 701 (e) of the Federal Food, Drug,
and Cosmetlc Act [section 371 (e) of this title], upon a
proposal to issue, amend, or repeal any regulation con-
templated by section 401 of such Act {this section], the
provisions of such Act [this chapter], as in force imme-
diately prior to the date of the enactment of this Act,
shall be applicable as though this Act had not becn
enacted.”

§ 342, Adulterated food,
A fond shall be deemed to be adulterated—

(a) Poisonous, insanitary, etc., ingredients.

(1) If it bears or contains any poisonous or dele-
terious substance which may render it injurious to
health; but in case the substance is not an added
substance such food shall not be considered adul-
terated under this clause if the quantity of such sub-
stance in such food does not ordinarily render it
injurious to health; or (2) (A) if it bears or contains
any added poisonous or added deleterious sub-
stance (except a pesticide chemical in or on a raw
agricultural commodity and except a food additive)
which {s unsafe within the meaning of section 346
of this title, or (B) if it is a raw agricultural com-
modity and it bears or contains a pesticide chemical
which is unsafe within the meaning of section 346a
(a) of thbis title, or (C) if it is, or it bears or con.
tains, any food additive which is unsafe within the
meaning of section 348 of this title: Provided, That
where a pesticide chemical has been used in or on a
raw agricultural commodity in conformity with an
exemption granted or a tolerance prescribed under
section 346a of this title and such raw agricultural
commodity has been subjected to processing such
as canning, cooking, freezing, dehydrating, or mill-
ing, the residue of such pesticide chemical remaining
in or on such processed food shall, notwithstanding
the provisfons of sections 346 and 348 of this title,
not be deemed unsafe if such residue in or on the
raw agricultural commodity has been removed to
the extent possible in good manufacturing practice
and the concentration of such residue in the proc-
essed food when ready to eat is not greater than the
tolerance prescribed for the raw agricultural com-
modity; (3) if it consists in whole or in part of any
filthy, putrid, or decomposed substance, or if it is
otherwise unfit for food; or (4) if it has been pre-
pared, packed, or held under insanitary conditions
whereby it may have become contaminated with
filth, or whereby it may have been rendered inju-
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rious to health; or (5) if it is, in whole or in part,
the product of a diseased animal or of an animal
which has died otherwise than by slaughter; or (6)
if its container is composed, in whole or in part, of
any polsonous or deleterious substance which may
render the contents injurious to health; or (7) if it
has been intentionally subjected to radiation, unless
the use of the radiation was in conformity with a
regulation or exemption in effect pursuant to section
348 of this title,

(b) Absence, substitution, or addition of constituents,

(1) If any valuable constituent has been in whole
or in part omitted or ahstracted therefrom; or (2)
if any substance has been substituted wholly or in
part therefor; or (3) if damage or inferiority has
heen concealed in any manner; or (4) if any sub-
stance has been added thereto or mixed or packed
therewith so as to Increase its bulk or weight, or
reduce its quality or strength, or make it appear
better or of greater value than it is,

(¢) Uncertified coal tar coloring.

If it bears or contains a coal-tar color other than
one from a batch that has been certified in accord-
ance with regulations as provided by section 346 of
this title: Provided, That this subsection shall not
apply to citrus fruit bearing or containing a coal-tar
color if application for listing of such color has been
made under this chapter and such application has
not been acted un by the Secretary, if such color
was commonly used prior to the enactment of this
chapter for the purpose of coloring citrus fruit:
Provided further, That this subsection shall not ap-
ply to oranges meeting minimum maturity stand-
ards established by or under the laws of the States
in which the oranges were grown and not intended
for processing (other than oranges designated by
the trade as “'packing house eliminatlon’), the skins
of which have been colored at any time prior to
March 1, 1858, with the coal-tar color certified prior
to the enactment of this proviso as P. D. & C. Red 32,
or certifled after such enactment as External D. & C.
Red 14 in accordance with section 21, Code of Fed-
eral Regulations, part 9: And provided pfurther,
That the preceding proviso shall have no further
effect if prior to March 1, 1959, another coal-tar
color suitable for coloring oranges is listed under
section 346 of this title,

(d) Confectionery containing alcohol or- nonnutritive
substance.

If it is confectionery, and it bears or contains any
alcohol or nonnutritive article or substance except
harmless coloring, harmless flavoring, harmless res-
Inous glaze not in excess of four-tenths of 1 per
centum, natural gum, and pectin: Provided, That
this subsection shall not apply to any confectionery
by reason of its containing less than one-half of 1
per centum by volume of alcohol derived solely from
the use of flavoring extracts, or to any chewing gum
by reason of its containing harmless nonnutritive
masticatory substances.

(e) Oleomargarine containing filthy, putrid, etec,

matter,
If it 1s oleomargarine or margarine or butter and
any of the raw material used therein consisted in
whole or in part of any flithy, putrid, or decomposed
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substance, or such oleomargarine or margarine or
butter is otherwise unfit for food. (June 25, 1938,
ch. 675, § 402, 52 Stat. 1046; 1940 Reorg, Plan No. IV,
§ 12, eff. June 30, 1840, 5§ F. R, 2422, 54 Stat. 1237;
Mar. 16, 1850, ch. 61, § 3 (d), 64 Stat, 20; 1953 Reorg,
Plan No. 1, §5, eff. Apr. 11, 1853, 18 F. R. 2053, 67
Stat. 631; July 22, 1854, ch. 559, § 2, 68 Stat. 511,
July 9, 1956, ch. 530, 70 Stat. 512; Sept. 6, 1958,
Pub. L. 85-928, §3 (a), (b), T2 Stat. 1784.)

AMENDMENTS

1958—S8ubsec. (a) amended by Pub, L. 85-920 which,
among other changes, inserted clause (2) (C) relating
to food additive unsafe within the meaning of sectlon 348
of this title, and to pesticide chemical, and added clause
(), relating to radlated focd.

1956--8ubsec. (¢) amended by act July 9, 1966, which
added second proviso relating to the coloring of oranges,

1964—8ubsec. (a) (2) amended by act July 22, 1964, to
provide, in the case of any raw agricultural commodity
bearing or contalnlng a pesticide chemical, that such
commodity shail be deemed to be aduiterated if such
pesticide chemical 1s unsafe within the meaning of sec-
tion 346a of this title.

18066-—8ubsec. (e) added by act Mar. 16, 1850,

EFFECTIVE DATE or 10568 AMENDMENT

Section 6 of Pub, L. 85-920 provided that:

‘“(a) Except as provided in subsections (b) and (¢) of
this section, this Act [sectlons 321 (8) and (t), 321 note,
451 note, and section 343 of this title, section 2205 note
ot Title 5, Executive Departments and Government Off-
cers and Employees, and sections 331 (j) of this title
and 210 (g) of Title 42, the Public Health and Welfare]
shall take effect on the date of its enactment. [SBept. 6,
1958].

*(b) Except as provided in subsection (c) of this
sectlon, section 3 of this Act [amending subsec, (a) of
this sectlon and section 346 (a) of this title] shall take
effect on the one hundred and eightleth day after the
date of enactment of this Act [Sept. 6, 1058].

"{c) With respect to any particular comnirreclal use of
a8 food additive, If such uee was made of such additive
before January 1, 1958, section 3 of this Act [amending
subsec, (a) of this section and section 346 (a) of this
titie] shall take effect—

*(1) Either (A) one year after the effective date estab-
lished In subsectlon (b) of this section, or (B) at the
end of such additional perfod (but not later than two
years from such effective date established in subsection
(b)) as the Secretary of Health, Education. and Welfare
may prescribe on the basls of a finding that such
extenslon involves no undue risk to the public health
and that conditions exist which necessitate the pre-
scribing of such an additional period, or

**(2) on the date on which an order with respect to
such use under section 409 of the Federal Food, Drug,
and Cosmetic Act [section 348 of .this title] becomes
effective,

whichever date first occurs.”

EFFECTIVE DATE OF 1064 AMENDMENT

Section 5 of act July 22, 1964, provided that:

“This Act [sections 321 (q), (r), 342 (r) (2), 346a and
346b of tbis title] shall take effect upon the date of its
enactment [July 22, 1854}, except that with respect to
pesticide chemicals for which tolerances or exemptions
have not been established under section 408 of the Fed-
eral Pood, Drug, and Cosmetic Act [section 346a of this
title], the amendment to section 402 (a) of such Act
[subsec. (a) (2) of this sectlon] made by sectlon 2 of
this Act shall not be effective—

*(1) for the period of one year following the date of
the enactment of this Act [July 22, 1954); or

*(2) for such additlonal period following such period
of one year, but nct extending beyond two years after
the date of the enactment of this Act [July 22, 1954], as
the Becretary of Health, Education, and Welfare may
prescribe on the basls of a finding that conditions exist
which necessitate the prescribing of such additional
period,”
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EFFECTIVE DATE OF 1060 AMENDMENT

Amendment of section by act Mar, 16, 1060, as effective
July 1,'1060, see note set out under sectlon 347 of the
title.

EFFECTIVE DATE
Sectlon 902 (a) of act June 25, 1938, provided that this
section should take effect twelve months after June 25,
1938, Act June 23, 1939, ch, 242, § 1, 83 Stat, 853, provided
that the effectlve date of subsection (¢) should be post-
poned until January 1, 1940,
TRANSFER OF FUNCTIONS

All functions of the Federal Security Administrator
were transferred to the Secretary of Health, Education,
and Welfare and all agencies of the Federal Security
Agency were transferred to the Department of Health,
Education, and Welfare by section 5 of 1953 Reorg, Plan
No. 1, set out as & note under section 623 of Title 5,
Executive Departments and Government Officers and Em-
ployees. The Federal Security Agency and the office of
Administrator were abollshed by section 8 of 1963 Reorg.
Plan No. 1.

See, also, note under section 321 of this title.
CRrOSS REFERENCES

Appropriations for establishing tolerances for pesticide
chemicals, see section 346b of this title.

§ 343, Misbranded food.
A food shall be deemed to be misbranded—

(a) False or misleading label,

If its labeling is false or misleading in any par-
ticular,

(b) Offer for sale under another name,
If it is offered for sale under the name of another
food.

(c) Imitation of another feod.

If it is an imitation of another food, unless its label
bears, in type of uniform size and prominence, the
word “imitation” and, immediately thereafter, the
name of the food imitated.

(d) Misleading container,
1f its container is so made, formed, or filled as to
be misleading.

(e) Package form,

If in package form unless it bears a label contain-
ing (1) the name and place of business of the manu-
facturer, packer, or distributor; and (2) an accurate
statement of the quantity of the contents in terms of
weight, measure, or numerical count: Provided, That
under clause (2) of this subsection reasonable varia-
tions shali be permitted, and exemptions as to small
packages shall be established, by regulations pre-
scribed by the Secretary.

(f) Prominence of information on label,

If any word, statement, or other information re-
quired by or under authority of this chapter to ap-
pear on the label or labeling is not prominentiy
placed thereon with such conspicuousness (as com-
pared with other words, statements, designs, or de-
vices, in the labeling) and in such terms as to render
it ikely to be read and understood by the ordinary
individual under customary conditions of purchase
and use.

(g) Representation as to definition and standard of
identity.

If it purports to be or is represented as a food for
which a definition and standard of identity has been
prescribed by regulations as provided by section 341
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of this title, unless (1) it conforms to such definition
and standard, and (2) its label bears the name of
the food specifled in the definition and standard,
and, insofar as may be required by such regulations,
the common names of optional ingredients (other
than spices, fiavoring, and coloring) present in such
food.

(h) Representation as to standards of quality and fill
of container.

If it purports to be or is represented as—

(1) a food for which a standard of quality has
been prescribed by regulations as provided by sec-
tion 341, and its quality falls below such standard,
unless its 1abel bears, in such manner and form as
such regulations specify, a statement that it falls
below such standard; or

(2) a food for which a standard or standards of
fill of container have been presecribed by regula-
tions as provided by section 341 of this title, and
it falls below the standard of fill of container
applicable thereto, unless its iabel bears, in such
manner and form as such regulations specify, a
statement that it falls below such standard.

(i) Label where no representation as to definition and
standard of identrty.

If it is not subject vo the provisions of subsection
(g) of this section unless its label bears (1) the com-
mon or usual name of the food, If any there be, and
(2) in case it is fabricated from two or more in-
gredients, the common or usual name of each such
ingredient; except that spices, fiavorings, and color-
ings, other than those sold as such, may be desig-
nated as spices, flavorings, and colorings without
naming each: Provided, That, to the extent that
compliance with the requirements of clause (2) of
this subsection Is impracticable, or results in decep-
tion or unfair competition, exemptions shall be
established by regulations promulgated by the
Secretary.

(3) Representation for special dietary use.

If it purports to be or is represented for special
dietary uses, unless {ts label bears such information
concerning its vitamin, mineral, and other dietary
properties as the Secretary determines to be, and
by regulations prescribes as, necessary in order fully
to Inform purchasers as to {ts value for such uses.

(k) Artificial flavoring, etc.; exception of articles
from subsections (g), (i), and (k).

If it bears or contains any artificial fiavoring, arti-
ficial coloring, or chemical preservative, unless it
bears labeling stating that fact: Provided, That to
the extent that compliance with the requirements of
this subsection {s impracticable, exemptions shall be
established by regulations promulgated by the Sec-
retary. The provisions of this subsection and sub-
sections (g) and (1) of this section with respect to
artificial coloring shall not apply in the case of
butter, cheese, or fce cream. (June 25, 1938, ch. 675,
§ 403, 62 Stat. 1047; 1940 Reorg. Plan No. IV, § 12,
eff. June 30, 1940, 5 F. R, 2422, 54 Stat. 1237; 1953
Reorg. Plan No. 1, § 5, eff. Apr, 11, 1953, 18 F. R.
2063, 67 Stat. 631.)

ErrFECTIVE DATE

Section 902 (a) of act June 26, 1038, provided that this
section should trke effect twelve months after June 26,
10938, Act June 23, 1039, ch. 242, § 1, 63 Stat, 853, provided
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that the effective date of subsections (e) (1), (g), (h),
1), (J), and (k) should be postponed untii January 1,
1040

TRANSFER OF FUNCTIONS

All functions of the Federal Security Administrator
were transferred to the Secretary of Health, Education,
and Welfare und all agencies of the Federal Security
Agency were transferred to the Department of Heaith,
Education, and Weifare by section 5 of 19563 Reorg. Plan
No. 1, set out as a note under section 623 of Title 5,
Executive Departments and Government Officers and Em-
ployees. The Federal S8ecurity Agency and the office of
Administrator were abolished by section 8 of 1953 Reorg.
Plan No, 1,

Sce, also, note under section 321 of this title.

§344. Emergency permit control.
(a) Conditions on manufacturing, processing, etc., as
health measure,

Whenever the Secretary finds after investigation
that the distribution in interstate commerce of any
class of food may, by reason of contamination
with micro-organisms during the manufacture,
processing, or packing thereof in any locality, be
injurious to health, and that such Injurious nature
cannot be adequately determined after such articles
have entered interstate commerce, he then, and in
such case only, shall promulgate regulations pro-
viding for the issuance, to manufacturers, proces-
sors, or packers of such class of food in such locality,
of permits to which shall be attached such conditions
governing the manufacture, processing, or packing
of such class of food, for such temporary period of
time, as may be necessary to protect the public
health; and after the effective date of such regula-
tions, and during such temporary period, no person
shall introduce or deliver for introduction into inter-
state commerce any such food manufactured,
processed, or packed by any such manufacturer,
processor, or packer unless such manufacturer, prcc-
essor, or packer holds a permit issued by the Sec-
retary as provided by such regulations.

(b) Violation of permit; suspension and reinstate-
ment.

The Secretary Is authorized to suspend {mme-
diately upon notice any permit issued under author-
ity of this scction if it is found that any of the
conditions of the permit have been violated. The
holder of a permit so suspended shall be privileged
at any time to apply for the reinstatement of such
permit, and the Secretary shall, immediately
after prompt hearing and an inspection of the estab-
lishment, reinstate such permit {f it is found that
adequate measures have been taken to comply with
and maintain the conditions of the permit, as orig-
inally fssued or as amended.

(c) Inspection of permit-holding establishments,

Any officer or employce duly designated by the
Secretary shall have access to any factory or
establishment, the operator of which holds a per-
mit from the Secretary, for the purpose of
ascertaining whether or not the conditions of the
permit are being complied with, and denial of
access for such inspection shall be ground for sus-
pension of the permit until such access is freely
given by the operator. (June 25, 1938, ch. 676,
§ 404, 52 Stat. 1048; 1940 Reorg. Plan No. IV, § 12,
eff. June 30, 1940, 5 F. R. 2422, 54 Stat. 1237; 19563
Reorg. Plan No. 1, § 5, eff. Apr. 11, 1953, 18 F. R.
2053, 67 Stat. 631.)



§ 345

EFFECTIVE DATE

Section 902 (a) of act June 25, 1838, provided that this
section should take effect twelve months after June 25,
1038,

TRANSFER OF FUNCTIONS

All functions of the Federal Security Administrator were
transferred to the Secretary of Health, Education, and
Weltare and all agencies of the Federal Security Agency
were transferred to the Department of Health, Education,
and Welfare by section 6 of 1963 Reorg. Plan No. 1, set out
as a note under section 623 of Title 5, Executlve Depart-
ments and Government Officers and Employees. The Fed-
eral Security Agency and the office of Administrator were
abollshed by section 8 of 1953 Reorg. Plan No. 1.

See, also, note under section 321 of this title.

§ 345. Regulations making exemptions,

The BSecretary shall promulgate regulations
exempting from any labeling requirement of this
chapter (1) small open containers of fresh fruits
and fresh vegetables and (2) food which is, in ac-
cordance with the practice of the trade, to be proc-
essed, labeled, or repacked in substantial quantities
at establishments other than those where originally
processed or packed, on condition that such food is
not adulterated or misbranded under \he provisions
of this chapter upon removal from such processing,

labeling, or repacking establishment. (June 25, 1938, -

ch. 875, § 405, 52 Stat. 1049; 1940 Reorg. Plan No. IV,
§ 12, eff. June 30, 19840, 5 F. R. 2422, 54 Stat. 1237;
1953 Reorg. Plan No. 1, § 5, eff. Apr. 11, 1853, 18 F, R.
2053, 87 Stat. 631.) )

EFFECTIVE DaTte

Section 902 (a) of act June 25, 19838, provided that this
section should take effect twelve months after June 25,
1938.

TRANSFER OF FUNCTIONS

All functlons of the Federal S8ecurlty Adminlstrator were
transferred to the Secretary of Health, Education, and
Welfare and all agencies of the Federal Security Agency
were transferred to the Department of Health, Educatlon,
and Welfare by section 6 of 1853 Reorg. Plan No. 1, set out
as a note under section 623 of Title 5, Executive Depart-
ments and Government Officers and Employees. The Fed-
eral Securlty Agency and the office of Administrator were
abolished by section 8 of 1053 Reorg. Plan No. 1.

See, also, note under sectlon 321 of this title.

§ 316, Tolerances for poisonous ingredients in food
and certification of coal-tar colors for food.

(a) Regulations for tolerating unavoidable poisonous
ingredients,

Any poisonous or deleterious substance added to
any food, except where such substance is required
in the production thereof or cannot be avoided by
good manufacturing practice shall be deemed to be
unsafe for purposes of the application of clause (2)
(A) of section 342 (a) of this title; but when such
substance is so required or cannot be so avoided,
the Secretary shall promulgate regulations limiting
the quantity therein or thereon to such extent as he
finds necessary for the protection of public health,
and any quantity exceeding the limits so fixed shall
also bc deemed to be unsafe for purposes of the
application of clause (2) (A) of scction 342 (a) of
this title. While such a regulation is in effect Jimit-
ing the quantity of any such substance in the case of
any food, such food shall not, by reason of bearing
or containing any added amount of such substance,
be considered to be adulterated within the mean-
ing of clause (1) of section 342 (a) of this title.
In determining the auantity of such added sub-
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stance to be tolerated in or on different articles of
food the Secretary shall take into account the
extent to which the use of such substance is re-
quired or cannot be avoided in the production of
each such articie, and the other ways in.which the
consumer may be affected by the same or other
poisonous or deleterious substances.

(b) Regulations for coal-tar colors,

The 8Secretary shall promulgate regulations
providing for the listing of coal-tar colors which are
harmless and suitable for use in food and for the
certification of batches of such colors, with or with-
out harmless diluents. (June 25, 1938, ch. 675, § 408,
52 Stat. 1049; 1940 Reorg. Plan No. 1V, § 12, eff. June
30, 1940, 5 F. R. 2422, 54 Stat. 1237; 1853 Reorg.
Plan No. 1, § 5, eff. Apr. 11, 1953, 18 F. R. 2053, 87
Stat. 631; Sept. 8, 1958, Pub. L. 85-929, § 3 (c), 72
Stat. 1785.)

AMENDMENTS

1b58—Subsec, (a) amended by Pub, L. 85-829, which
substituted *clause (2) (A)" for "clause (2)” in first
sentence,
EfFeCTIVE DATE oF 1868 AMENDMENT

Effective date of 18563 amendmcent of subsec. (a), See
sectlon 6 (h), (c) of Pub, L. 85-929, set out as a note
under section 342 of this title.

EFFECTIVE DATE

Section 802 (a) of act June 26, 1988, provided that this
section should take effect twelve months after June 26,
1938.

TRANSFER of FUNCTIONS

All functions of the Federal S8ecurity Administrator were
transferred to the Secretary of Heaith, Education, and
Welfare and all agencles of the Federal Security Agency
were transferred to the Department of Health, Education,
and Welfare by section 5 of 1953 Reorg. Plan No. 1, set out
as a note under section 623 of Title 5, Executive Depart-
ments and Government Officers and Employees. The Fed-
eral Security Agency and the office of Administrator were
abolished by section 8 of 1953 Reorg. Plan No. 1.

See, also, note under section 321 of this title.

Cross REFERENCES

Pesticlde chemical reguiatlons, see section 346a of this
title,

§ 346a. Tolerances for pesticide chemicals in or on
raw agriculturai commodities.
(a) Conditions of safety.

Any polsonous or deleterious pesticide chemi-
cal, or any pesticide chemical which is not generally
recognized, among experts qualified by scientific
training and experience to evaluate the safety of
pesticide chemicals, as safe for use, added to a raw
agricultural commaodity, shall be deemed unsafe for
the purposes of the application of clause (2) of
sectlon 342 (a) of this title unless—

(1) a tolerance for such pesticide chemical in
or on the raw agricultural commodity has been
prescribed by the Sccretary of Health, Education,
and Welfare under this section and the quantity
of such pesticide chemical in or on the raw agri-
cultural commodity is within the limits of the
tolerance so prescribed; or

(2) wlth respect to use in or on such raw agri-
cultural commodity, the pesticide chemical has
been exempted from the requirement of a toler-
ance by the Secretary under this section.

While a tolerance or exemption from tolerance is
in effect for a pesticide chemical with respect to any
raw agricultural commodity, such raw agricultural
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commodity shall not, by reason of bearing or con-
taining any added amount of such pesticide chemi-
cal, be considered to be adulterated within the mean-
ing of clause (1) of section 342 (a) of this title,

(b) Establishment of tolerances.

The Secretary shall promulgate regulations
establishing tolerances with respect to the use in or
on raw agricultural commodities of poisonous or
deleterlous pesticide chemicals and of pesticide
chemieals whieh are not generally recognized,
among experts qualified by scientific training and
experience to evaluate the safety of pesticide chemi-
cals, as safe for use, to the extent necessary to pro-
tect the public health. In establishing any such
regulation, the Secretary shall give appropriate con-
sideration, among other relevant factors, (1) to the
necessity for the production of an adequate, whole-
some, and economical food supply; (2) to the
other ways in which the consumer may be affected
by the same pesticide chemical or by other related
substances that are poisonous or deleterlous; and
(3) to the opinion of the Secretary of Agriculture as
submitted with a certification of usefulness under
subsection (1) of this section. Such regulations
shall be promulgated in the manner prescribed in
subsection (d) or (e) of this section. In carrying
out the provisions of this section relating to the
establishment of tolerances, the Secretary may
establish the tolerance applicable with respect to the
use of any pesticide chemical in or on any raw agri-
cultural commodity at zero level i{f the scientific
data before the Secretary does not justify the estab-
lishment of a greater tolerance,

(c) Exemptions.

The Secretary shall promulgate regulations
exempting any pesticide chemical from the necessity
of a tolerance with respect to use in or on any or all
raw agricultural commodities when such a tolerance
{s not necessary to protect the public health. Such
regulations shall be promulgated in the manner
prescribed in subsection (d) or (e) of this section.

(d) Regulations pursuant to petition; publication of
notice; time for issuance; referral to advisory
committees; effective date; hearings.

(1) Any person who has registered, or who
has submitied an application for the registration of,
an economic poison under the Federal Insecticide,
Fungicide, and Rodenticide Act may file with the
Secretary 0. Health, Education, and Welfare, a peti-
tion proposir g the issuance of a regulation establish-
ing a tolerance for a pesticide chemical which con-
stitutes, or is an ingredient of, such economic poison,
or exempting the pesticide chemical from the re-
quirement of a tolerance. The petition shall contain
data showing—

(A) the name, chemical identity, and composi-
tion of the pesticide chemical;

(B) the amount, frequency, and time of appli-
cation of the pesticide chemical;

(C) full reports of investigations made with re-
spect to the safety of the pesticide chemical;

(D) the results of tests on the amount of resi-
due remaining, including a description of the
analytical methods used; ]

(E) practicable methods for removing residue
which exceeds any proposed tolerance;
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(F) proposed tolerances for the pesticide chem-
ical if tolerances are proposed; and

(G) reasonable grounds Iin support of the
petition.

Samples of the pesticide chemical shall be furnished
to the Secretary upon request. Notice of the filing
of such petition shall be published {n ¢eneral terms
by the Secretary within thirty days after filing.
Such notice shall include the analytical methods
available for the determination of the residue of the
pesticide chemical for which a tolerance or exemp-
tion is proposed.

(2) Within ninety days after a certification of
usefulness by the Secretary of Agriculture under
subsection (1) of this section with respect to the
pesticide chemical named in the petition, the Secre-
tary of Health, Education, and Welfare shall, after
giving due consideration to the data submitted in
the petition or otherwise before him, by order make
public a regulation—

(A) establishing a tolerance for the pesticide
chemical pamed in the petition for the purposes
for which it is so certifled as useful, or

(B) exempting the pesticide chemical from the
necessity of a tolerance for such puiposes,

unless within such ninety-day period the person
filing the petition requests that the petition be re-
ferred to an advisory committee or the Secretary
within sueh period otherwise deems such referral
necessary, in either of which events the provisions
of paragrapn (3) of this subsection shall apply in
lieu hereof.

(3) Intheevent that the person filing the petition
requests, within ninety days after a certification of
usefulness by the Secretary of Agriculture under sub-
section (1) of this section with respect to the pesticide
chemical named in the petition, that the petition
be referred to an advisory committee, or in the event
the Secretary of Health, Education, and Welfare
within such period otherwise deems such referral
necessary, the Secretary of Health, Education, and
Welfare shall forthwith submit the petition and
other data before him to an advisory committee to
be appointed in accordance with subsection (g)
of this section. As soon as practicable after such
referral, but not later than sixty days thereafter,
unless extended as hereinafter provided, the com-
mittee shall, after independent study of the data sub-
mitted to it by the Secretary and other data before
1t, certify to the Secretary a report and recommenda-
tions on the proposal in the petition to the Secre~
tary, together with all underlying data and a
statement of the reasons or basis for the recommen-
dations. The sixty-day period provided for herein
may be extended by the advisory committee for an
additional thirty days i{f the advisory committee
deems this necessary. Within thirty days after
such certification, the Secretary shall, after giving
due consideration.to all data then before liim, in-
cluding such report, recommendations, underlying
data, and statement, by order make public a regu-
lation—

(A) establishing a tolerance for the pesticide
chemical named in the petition for the purposes
for which it is so certifled as useful; or

(B) exempting the pesticide chemical from the
necessity of a tolerance for such purposes.
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(4) The regulations published under paragraph
(2) or (3) of this subsection will be effective upon
publication.

(5) Within thirty days after publication, any per-
son adversely affected by a regulation published
pursuant to paragraph (2) or (3) of this subsection,
or pursuant to subsection (e) of this section, may
file objections thereto with the Secretary, specifying
with particularity the provisions of the regulation
deemed objectionable, stating reasonable grounds
therefor, and requesting a public hearing upon such
objections. A copy of the objections filed by a per-
son other than the petitioner shall be served on the
petitioner, if the regulation was issued pursuant to
a petition. The petitioner shall have two weeks to
make a written reply to the objections. The Secre-
tary shall thereupon, after due notice, hold such
public hearing for the purpose of receiving evidence
relevant and material to the issues raised by such
objections. Any report, recommendations, under-
lying data, and reasons certified to the Secretary by
an advisory committee shall be made a pr.rt of the
record of the hearing, if relevant and material, sub-
ject to the provisions of section 1006 (c¢) of Title 5.
The National Academy of Sciences shall designhate a
member of the advisory committee to appear and
testify at any such hearing with respect to the re-
port and recommendations of such committee upon
request of‘the ticcretary, the petitioner, or the officer
conducting the hearing: Provided, That this shall
not preclude any other member of the advisory com-
mittee from appearing and testifying at such hear-
ing. As soon as practicable after completion of the
hearing, the Secretary shall act upon such objections
and by order make public a regulation. Such regu-
lation shall be based only on substantial evidence of
record at such hearing, including any report, rec-
ommendations, underlying data, and reasons certi-
fied to the Secretary by an advisory committee, and
shall set forth detailed findings of fact upon which
the regulation is based. No such order shall take
effect prior to the ninetieth day after its publication,
unless the Secretary finds that emergency condi-
tions exist necessitating an earlier effective date, in
which event the Secretary shall specify in the order
his findings as to such conditions.

(e) Regulations pursuant to Secretary’s proposals,
The Secretary may at any time, upon his
own initiative or upon the request of any interested
person, propose the issuance of a regulation estab-
lishing a tolerance for a pesticide chemical or
exempting it from the necessity of a tolerance.
Thirty days after publication of such a proposal, the
Secretary may by order publish a regulation based
upon the proposal which shall become effective upon
publication unless within such thirty-day period a
person who has registered, or who has submitted
an applieation for the registration of, an economic
poison under the Federal Insecticide, Fungicide, and
Rodenticide Act containing the pesticide chemical
named In the proposal, requests that the proposal
be referred to an advisory committee. In the event
of such a request, the Secretary shall forthwith
submit the proposai and other relevant data before
him to an advisory committee to be appointed in
accordance with subsection (g) of this section. As
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soon as practicable after such referral, but not later
than sixty days thereafter, unless extended as here-
inafter provided, the committee shall, after inde-
pendent study of the data submitted to it by the
Secretary and other data before it, ccrtify to the
Secretary a report and recommendations on the pro-
posal together with all underlying data and a state-
ment of the reasons or basis for the recommenda-
tions. The sixty-day period provided for herein
may be extended by the advisory committec for an
additional thirty days if the advisory committee
deems this necessary. Within thirty days after such
certification, the Secretary may, after giving due
consideration to aii data before him, including such
report, recommendations, underlying da'ta and state-
ment, by order publish a regulation establishing a
tolerance for the pesticide chemical named in the
proposal or exempting it from the necessity of a
tolerance which shall become effective upon pub-
lication. Regulations issued under this subsection
shall upon publication be subject to paragraph (§)
of subsection (d) of this section.

(f) Data submitted as confidential.

All data submitted to the Secretary or to an
advisory committee in support of a petition under
this section shall be considered confidential by the
Secretary and by such -~Avisory committee unt.l
publication of a regulation under paragraph (2)
or (3) of subsection (d) of this section. Until such
publication, such data shall not be revealed to any
person other than those authorized by the Secre-
tary or by an advisory committee in the carrying
out of their official duties under this section,

() Advisory committeeé; appointment; composition;
compensation; clerical assistance,

Whenever the referral of a petition or pro-
posal to an advisory committee Is requested under
this section, or the Secretary otherwise deems such
referral necessary the Secretary shall forthwith
appoint a committee of competent experts to review
the petition or pcoposal and to make a report and
recommendations thereon. Each such advisory
committee shall be composed of experts, qualified
in the subject matter of the petition and of ade-
quately diversified professional background selected
by the National Academy of Sciences and shall
inciude one or more representatives from land-grant
colleges. The size of the committee shall be deter-
mined by the Secretary. Members of an advisory
committec shall recelve as compensation for their
services a reasonable per diem, which the Secre-
tary shall by rules and regulations prescribe, for time
actually spent in the work of the committee, and
shall in addition be relmbursed for their necessary
traveling and subsistence expenses while so serving
away from their places of residence. The members
shall not be subject to any other provisions of law
regarding the appointment and compensation of
employees of the United States. The Secretary shall
furnish the committee with adequate clerical and
other assistance, and shall by rules and regulations
prescribe the procedure to be followed by the
committee.

(h) Right of consultation.
A person who has flled a petition or who has
requested the referral of a proposal to an advisory
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committee in accordance with the provisions of this
section, as well as representatives of the Department
of Health, Education, and Welfare, shall have the
right to consult with any advisory committee pro-
vided for In subsection (g) of this section in connec-
tion with the petition or proposal.

(1) Judicial review.

(1) In a case of actual controversy as to the
validity of any order under subsections (d) (5), (e),
or (1) of this section any person who will be ad-
versely affected by such order may obtain judicial
review by filing in the United States Court of An-
peals for the circuit wherein such person resides or
has his principal place of business, or in the United
States Court of Appeals for the District of Columbia
Circuit, within sixty days after the entry of such
order, a petition praying that the order be set aside
in whole or in part.

(2) In the case of a petition with respect to an
order under subsection (d) (6) or (e) of this sec-
tion, a copy of the petition shall be forthwith trans-
mitted by the clerk of the court to the Secretary,
or any officer designated by him for that purpose,
and thereupon the Secretary shall file in the court
the record of the proceedings on which he based
his order, as provided in section 2112 of Title 28.
Upon the filing of such petition, the court shall have
exclusive jurlsdiction to affirm or set aside the order
complained of in whole or in part. The findings of
the Secretary with respect to questions of fact shall
be sustained if supported by substantial evidence
when considered on the record as a whole, includ-
ing any report and recommendation of an advisory
committee.

(3) In the case of a petition with respect to an
order under subsection (I) of this section, a copy
of the petition shall be forthwith transmitted by the
clerk of the court to the Secretary of Agriculture,
or any officer deslgnaied by him for that purpose,
and thereupon the Secretary shall flie in the court
the record of the proceedings on which he bhased
his order, as provided In section 2112 of Title 28.
Upon the flling of such petition, the court shall
have excluslve jurisdiction to afirm or set aside
the order complained of in whole or in part. The
findings of the Secretary with respect to questions
of fact shall be sustained if supported by substantial
evidence when considered on the record as a whole.

(4) If application is made to the court for leave
to adduce additional evidence, the court may order
such additional evidence to be taken before the Sec-
retary of Health, Education, and Welfare or the
Secretary of Agriculture, as the case may be, and to
be adduced upon the hearing in such manner and
upon such terms and conditions as to the court may
seem proper, If such evidence is material and there
were reasonable grounds for failure to adduce such
evidence in the proceedings below. The Secretary
of Health, Education, and Welfare or the Secretary
of Agriculture, as the case may be, may modify his
findings as to the facts and order by reason of the
additional evidence so taken, and shall file with the
court such modified findings and order.

(5) The judgment of the court affirming or set-
ting aslde, in whole or in part, any order under this
section shall be final, subject to review by the Su-
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preme Court of the United States upon certiorari
or certification as provided in section 1254 of Title
28. The commencement of proceedings under this
section shall not, unless specifically ordered by the
court to the contrary, operate as a stay of an order,
The courts shall advance on the docket and expedite
the disposition of all causes filed therein pursuant
to this sectlon.

(i) Temporary tolerances.

The Secretary may, upon the request of any
person who has obtained an experimental permit for
a pesticide chemical under the Federal Insecticide,
Fungicide, and Rodenticide Act or upon his own
Initiative, establish a temporary tolerance for the
pesticide chemical for the uses covered by the per-
mit whenever in his judgment such action is deemed
necessary to protect the public health, or may tem-
porarily exempt such pesticide chemical from a tol-
erance. In establishing such a tolerance, the Secre-
tary shall give due regard to the necessity for ex-
perimental work in developing an adequate, whole-
some, and economical food supply and to the limited
hazard to the public health involved In such work
when conducted in accordance with applicable regu-
fations under the Federal Insecticide, Fungiclde, and
Rodenticide Act.

(k) Regulations based on public hearings before Jan-
uary 1, 1953,

Regulations affecting pesticlde chemicals in or
on raw agricultural commodities which are pro-
mulgated under the authority of section 346 (a) of
this title upon the basis of public hearings instituted
before January 1, 1953, in accordance with section
371 (a) of this title, shall be deemed to be regula-
tions under this section and shall be subject to
amendment or repeal as provided in subsection (m)
of this section,

() Functions of Secretary of Agricullure; certifica-
Sons; hearing; time limitation; opinion; regula-
ons,

The Secretary of Agriculture, upon request of
any person who has registered, or whe has sub-
mitted an application Jor the registration of, an
economic poison under the Federal Insecticide,
Funglcide, and Rodenticide Act, and whose request
Is accompanied by a copy of a petition filed by such
person under subsection (d) (1) of this section with
respect to a pesticlde chemical which constitutes, or
is an ingredient of, such economic poiso:u, shall,
within thirty days or within sixty days if upon notice
prior to the termination of such thirty days the
Secretary deems It necessary to postpone action for
such period, on the basis of data before him, elther—

(1) certify to the Secretary of Health, Educa-
tion, and Welfare that such pesticide chemical is
useful for the purpose for which a tolerance or
exemption is sought; or

(2) notify the person requesting the certifica-
tion of his proposal to certify that the pesticlde
chemical does not appear to be useful for the pur-
pose for which a tolerance or exemption is sought,
or appears to be useful for only some of the pur-
poses for which a tolerance or exemption Is
sought.

In the event that the Secretary of Agriculture takes
the actlon described in clause (2) of the preceding
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sentence, the person requesting the certification,
within one week after receiving the proposed certifi-
cation, may either (A) request the Secretary of
Agriculture to certify to the Secretary of Health,
Education, and Welfare on the basis of the proposed
certification; (B) request a hearing on the proposed
certification or the parts thereof objected to; or (C)
request both such certification and such hearing,
If no such action is taken, the SBecretary may by
order make the certification as proposed. In the
event that the action described in clause (A) or (C)
is taken, the Secretary shall by order make the
certification as proposed with respect to such parts
thereof as are requested. It' the event a hearing
is requested, the Secretary of Agriculture shall pro-
vide opportunity for a prompt hearing. The certi-
fication of the Secretary of Agriculture as the result
of such hearing shall be made by order and shall be
based only on substantial evidence of record at the
hearing and shall set forth detailed findings of fact.
In no event shall the time elapsing between the
making of a request for a certification under this
subsection and final certification by the Secretary
of Agriculture exceed one hundred and sixty days.
The Secretary shall submit to the Secretary of
Health, Education, and Welfare with any certifica-
tion of usefulness under this subsection an opinion,
based on the data before him, whether the tolerance
or exemption proposed by the petitioner reasonably
reflects the amount of residue likely to result when
the pesticide chemical is used in the manner pro-
posed for the purpose for which the certification is
made. The Secretary of Agriculture, after due
notice and opportunity for public hearing, is author-
ized to promulgate rules and regulations for carry-
ing out the provisions of thls subsection.

(m) Amendment of regulations.

The Secretary of Health, Education, and Wel-
fare shall prescribe by regulations the procedure
by which reguiations under this section may be
amended or repealed, and such procedure shall con-
form to the procedure provided in this section for
the promulgation of regulations establishing toler-
ances, including the appointment of advisory com-
mittees and the procedure for referring petitions to
such committees.

(n) Guaranties.

The provisions of section 333 (¢) of this title
with respect to the furnishing of guaranties shall
be applicable to raw agricultural commodities cov-
ered by this section. ‘

(0) Payment of fees; services or functions as condi-
tioned on; waiver or refund of fees.

The Secretary of Health, Education, and Wel-
fare shall by regulation require the payment of such
fees as will in the aggregate, in the judgment of
the Becretary, be sufficient over a reasonable term
to provide, equip, and maintain an adequate service
for the performance of the Secretary’s functions
under this section, Under such regulations, the per-
formance of the Secretary's services or other func-
tions pursuant tc this section, including any one or
more of the following, may be conditioned upon the

180 in original. Probabiy should read “In.”
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payment of such fees: (1) The acceptance of filing
of a petition submitted under subsection (d) of this
section; (2) the promulgation of a regulation estab-
lishing a tolerance, or an exemption from the neces-
sity of a tolerance, under this section, or the amend-
ment or repeal of such a regulation; (3) the referral
of a petition or proposal under this section to an
advisory committee; (4) the acceptance for filing of
objections under subsection (d) (8) of this section;
or () the certification and flling in court of a tran-
script of the proceedings and the record under sub-
section (1) (2) of this section. Such regulations may
further provide for walver or refund of fees in whole
or in part when in the judgment of the Secretary
such waiver or refund is equitable and not contrary
to the purposes of this subsection. (June 26, 1938, ch.
6175, § 408, as added July 22, 1064, ch. 669, §3, 68
Stat. 611, and amended Aug. 28, 1958, Pub. L. 85-
791, § 20, 72 Stat. 9417.)

REFERENCES IN TEXT .
The Federal Insecticide, Fungicide, and Rodenticide
Act, referred to in subsecs. (d) (I), (e}, (J) and (1), Is
classifled to sectlons 135-~185k of Title 7, Agriculture,
AMENDMENTS

19686—Subsec. (1) (2) amended by Pub. L. 85-791, § 20
(a), which, in firat sentence, substituted “transmitted by
the clerk of the court to the Secretary, or” for *“served
upon the Becretary, or upon", substituted "flle in the
court the record of the proceedings” for *'certify and file
in the court a transcript of the proceedings and the
record”, and inserted “as provided in section 2112 of
Title 28", and which, 1n second sentence, substituted “the
filing of such petition” for “such filing".

SBubsec. (1) (3) amended by Pub. L. 85-781, § 20 (b),
which, in first sentence, substituted “transmitted by the
clerk of the court to the Becretary of Agricuiture, or”
for “served upon the Secretary of Agriculture, or upon”,
substituted “file In the court the record of the proceed-
ings" for “certify and file in the court a transcript of the
proceedings and the record”, and inserted "as provided
in section 2113 of Title 28", and, in second sentence, sub-
stituted “the fiiing of such petition" for “such fillng".

EFrecTIVE Dare

Effective date of sectlon, see note under sectlon 342 of
this title.

§ 346b. Same; appropriations.

There are authorized to be appropriated, out of
any moneys in the Treasury not otherwise appro-
priated, such sums as may be necessary for the
purpose and adminlstration of sections 321 (q), (r),
342 (a) (2), and 346a of this title. (July 22, 1954,
ch. 569, § 4, 68 Stat. 517.)

§ 347, Intrastate sales of colored olcomargarine,
(a) Law governing.

Colored oleomargarine or colored margarine
which is sold ir. the same State or Territory in
which it is produced shall be subject in the same
manner and to the same extent to the provisions of
this chapter asif it had been introduced in interstate
commerce.

(b) Labeling and packaging requirements.
No person shall sell, or offer for sale, colored oleo-
margarine or colored margarine unless—
(1) suchh oleomargarine or margarine is
packaged,
(2) the net weight of the contents of any pack-
age sold in a retail establishment is one pound or
less,
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(3) there appears on the label of the package
(A) the word “oleomargarine” or “margarine” in
type or lettering at least as large as any other type
or lettering on such label, and (B) a full and
accurate statement of all the ingredients con-
tained in such oleomargarine or margarine, and
(4) each part of the contents of the package
is contained in a - ‘apper which bears the word
“oleomargarine” or “margarine” in type or letter-
ing not smaller than 20-point type.
The requirements of this subsection shall be in
addition to and not in lieu of any of the other
requirements of this chapter.

(c) Sales in public eating places.

No person shall possess in a form ready for serv-
ing colored oleomargarine or colored margarine at a
public eating place unless a notice that oleomarga-
rine or margarine is served is displayed prominently
and conspicuously in such place and in such manner
as to render it likely to be read and understood by
the ordinary individual being served in such eating
place or is printed or is otherwise set forth on the
menu in type or lettering not sinaller than that nor-
mally used to designate the serving of other food
items. No person shall serve colored oleomargarine
or colored margarine at a public eating place,
whether or not any charge is made therefor, unless
(1) each separate serving bears or is accompanied
by labeling identifying it as oleomargarine or mar-
garine, or (2) each separate serving thereof is
triangular in shape.

(d) Same; exemption from labeling regnirements,

Colored oleomargarine or colored margarine when
served with meals at a public eating place shall at
the time of such service be exempt from the label-
ing requirements of section 343 of this title (except
subsection (a) and (f) of section 343 of this title) if
it complies with the requirements of subsection (b)
of this section.

(e) Color content of olecomargarine.

For the purpose of this section colored oleomar-
garine or colored margarine is oleomargarine or
margarine having a tint or shade containing more
than one and six-tenths degrees of yellow, or of
yellow and red collectively, but with an excess of
yellow over red, measured in terms of Lovibond tint-
ometer scale or its equivalent. (June 25, 1938, ch.
675, § 407, as added Mar. 16, 1950, ch. 61, §3 (¢),

64 Stat. 20.)
EFFECTIVE DATE
Section 7 of act Mar. 16, 1950, provided that: “This Aect
[sections 331 (m), 342 (e), and 347—347b of this title and
sections 45 (1) and 55 (a). (f) of Titie 15] shall become
effective on July 1, 1950."

TRANSFER OF APPROPRIATIONS

Section 5 of act Mar. 16, 1950, provided that: “So much
of the unexpended balances of appropriations, alloca-
tlons, or other funds (including funds avallable for the
fiscal year ending June 30, 1950) for the use of the Bureau
of Internal Revenue of the Treasury Department 1n the
exercise of functions under the Oleomargarine Tax Act
(26 U, 8. C., § 2300, subchapter A) [now section 4501 et
seq. of Title 26|, as the Director of the Bureau of the
Budget may determine, shall be transferred to the Fed-
eral Security Agency (Food and Drug Administration)
for use In the enforcement of this Act [sectlons 331 (m),
342 (e), and 347—34Tb of this title and sections 45 (1)
and 55 (a), (f) of Title 15, Commerce and Trade.|"
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§347a. Congressional declaration of policy regarding
olcomargarine sales.

The Congress finds and declares that the sale, or
the serving in public eating places, of colored oleo-
margarine or colored margarine without clear iden-
tification as such or which is otherwise adulterated
or misbhranded within the meaning of this chapter
depresses the market in interstate commerce for
butter and for oleomargarine or margarine clearly
identified and neither adulterated nor misbranded,
and constitutes a burden on interstate commerce in
such articles. Such burden exists, irrespective of
whether such oleomargarine or margarine origl-
nates from an interstate source or from the State
in which it is sold. (Mar. 16, 1950, ch. 61, §3 (a),

64 Stat. 20.)
CODIFICATION

Section was not enacted as a part of the Federal Food,
Drug, and Cosmetic Act which comprises this chapter,
EFFECTIVE DATE

Section as effective July 1, 1050, sce note set out under
sectlon 347 of this title,

§347b. Contravention of State laws.

Nothing in sections 331 (m), 342 (e), and 347—
347b of this title, and sections 45 (1) and 55 (a), (f)
of Title 15 shall be construed as authorizing the
possession, sale, or serving of colored oleomargarine
or colored margarine in any State or Territory in
contravention of the laws of such State or Territory,
(Mar. 16, 1950, ch. 61, § 6, 64 Stat. 22,)

CODIFICATION

Section was not enacted as a part of the Federal Food,

Drug, and Cosmetic Act which comprlses this chapter.
EFFECTIVE DATE

Section as effective July 1, 1050, see note set out under
section 347 of this tltle,

8 348, Food additives,
(a) Unsafe food additives; exception for conformity
with exemption or regulation.

A food additive shall, with respect to any partic-
ular use or intended use of such additives, be
deemed to be unsafe for the purposes of the appli-
cation of clause (2) (C) of section 342 (a) of this
title, unless— .

(1) it and its use or intended use conform to
the terms of an exemption which is in effect pur-
suant to subsection (1) of this section; or

(2) there is in effect, and it and its use or in-
tended use are in conformity with, a regulation
issued under this section prescribing the condi-
tions under which such additive may be safely
used.

While such a regulation relating to a food additive
is In effect, a food shall not, by reason of bearing
or containing such an additive in accordance with
the regulation, be considered adulterated within the
meaning of clause (1) of section 342 (a) of this
title.

(b) Petition for regulation prescribing conditions of
safe use; contents; description of production
{nethods and controls; samples; notice of regu-
ation,

(1) Any person may, with respect to any intended
use of a food additive, flle with the Secretary a
petition proposing the issuance of a regulatlon pre-
scribing the conditions under which such additive
may be safely used.
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(2) Such petition shall, in addition to any ex-
planatory or supporting data, contain—

(A) the name and all pertinent information
concerning such food additive, including, where
avallable, its chemical identity and composition;

(B) a statement of the conditions of the pro-
posed use of such additive, including all direc-
tions, recommendations, and suggestions proposed
for the use of such additive, and including speci-
mens of its proposed labeling;

(C) all relevant data bearing on the physical
or other technical effect such additive is intended
to produce, and the quantity of such additive re-
quired to produce such effect;

(D) a description of practicable methods for
determining the quantity of such additive in or
on food, and any substance formed in or on food,
because of its use; and

(E) full reports of investigations made with
respect te the safety for use of such additive, in-
cluding full information as to the methods and
controls used 1} vonducting such investigations.

(3) Upon request of the Secretary, the petitioner
shall furnish (or, if the petitioner is not the man-
ufacturer of such additive, the petitioner shall have
the manufacturer of such additive furnish, without
disclosure to the petitioner) a full description of
the methods used in, and the facilities and controls
used for, the production of such additive.

(4) Upon request of the Secretary, the petitioner
shall furnish samples of the food additive involved,
or articles used as components thereof, and of the
food in or on which the additive Is proposed to be
used.

(5) Notice of the regulation proposed by the
petitioner shall be published in general terms by
the Secretary within thirty days afier filing.

(c) Approval or denial of petition; time for issuance
of orders; evaluation of data; factors.

(1) The Secretary shall—

(A) by order establish a regulation (whether
or not in accord with that proposed by the pett-
tioner) prescribing, with respect to one or more
proposed uses of the food additive involved, the
conditions under which such additive may be
safely used (ncluding, but not limited to, speci-
flcations as to the particular food or classes of
food in or in which such additive may be used,
the maximum quantity which may be used or
permitted to remain in or on such food, the man-
ner in which such additive may be added to or
used in or on such food, and any directions or
other labeling or packaging requirements for such
additive deemed necessary by him to assure the
safety of such use), and shall notify the petitioner
of such order and the reasons for such action;
or

(B) by order deny the petition, and shall notify
the petitioner of cucn order and of the reasons for
such action.,

(2) The order required by paragraph (1) (A) nr
(B) of this subsection shall be issued within ninety
days after the date of flling of the petition, ex-
cept that the Secretary may (prior to such ninetieth
day), by written notice to the petitioner, extend
such ninety.day period to such time (not more than
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one hundred and eighty days after the date of
filing of the petition) as the Secretary deems nec-
essary to enable him to study and investigato the
petition.

(3) No such regulation shall issue if a fair evalu-
ation of the data before the Secretary—

(A) fails to establish that the proposed use of
the food additive, under the conditions of use to
be specified in the regulation, will be safe; Pro-
vided, That no additive shall be decmed to be
safe if it {8 found to induce cancer when ingested
by man or animal, or if it is found, after tests
which -are appropriate for the evaluation of the
safety of food additives, to induce cancer in man
or animal; or

(B) shows that the proposed use of the addi-
tive would promote deception of the consumer in
violation of this chapter or would otherwise re-
sult in adulteration or in misbranding of food
within the meaning of this chapter.

(4) If, in the judgment of the Secretary, based
upon a falr evaluation of the data before him, a
tolerance limitation is required in order to assure
that the proposed use of an additive will be safe,
the Secretary—

(A) shall not fix such tolerance limitation at
a level higher than he finds to be reasonably re-
quired to accomplish the physical or other techni-
cal effect for which such additive s intended;
and :

(B) shall not establish -a regulation for such
proposed use {f ho finds upon a fair evaluation
of the data before him that such data do not
establish that such use would accomplish the
intended physical or other technical effect.

(5) In determining, for the purposes of this sec-
tion, whether a proposed use of a food additive is
safe, the Secretary shall consider among other rele-
vant factors—

(A) the probable consumption of the additive
and of any substance formed in or on food be-
cause of the use of the additive;

(B) the cumulative effect of such additive in
the diet of man or animals, taking into account
any chemically or pharmacologically related sub-
stance or substances in such diet; and

(C) safety factors which in the opinion of ex-
perts qualified by sclentific training and experi-
ence to evaluate the safety of food additives are
generally recognized as appropriate for the use
of animal experimentation data.

(d) Regulation issued on Secretary's initiative,

The Secretary may at any time, upon his own
initiative, propose the issuance of a regulation pre-
scribing, with respect to any particular use of a
food additive, the conditions under which such ad-
ditive may be safely used, and the reasons therefor.
After the thirtieth day following publication of such
a proposal, the Secretary may by order establish a
regulation based upon the proposal.

(e) Publication and effective date of orders. .
Any order, including any reguiation established

by such order, issued under subsection (¢) or (d)

of this section, shall be published and shall be
effective upon publication, but the Secretary may
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stay such effectlveness if, after issuance of such

order, a hearing is sought with respect to such

order pursuant to subsection (f) of this section,

(f) Objections and public hearing; basis and contents
of order; statement.

(1) Within thirty days after publication of an
order made pursuant to subsection (c¢) or (d) of
this section, any person adversely affected by such
an order may file objections thereto with the Secre-
tary, specifying with particularity the provisions of
the order deemed objectionable, stating reasonable
grounds therefor, and requesting a public hearing
upon such objections. The Secretary shall, after
due notice, as promptly as possible hold such pub-
lic hearing for the purpose of recelving evidence
relevant and material to the issues raised by such
objections. Assoon as practicable after completion
of the hearing, the Secretary shall by order act
upon such cobjections and make such order public.

(2) Such order shall be based upon a fair evalua-
tion of the entire record at such hearing, and shall
include & statement setting forth in detail the find-
ings ai3 conclusions upon which the order is based.

(3) The Serretary shall specify in the order the
date on which it shall take effect, except that it
shall not be made to take effect prior to the ninetieth
day after its publication, unless the Secretary finds
that emergency conditions exist necessitating an
earlier effective date, in which event the Secretary
shall specify in the order his findings as to such
conditions.

(g) Judicial review.

(1) In a case of actual controversy as to the
valldity of any order isued under subsection (f) of
this section, including any order thereunder with
respect to amendment or repeal of a regulation
issued under this section, any person who will be
adversely affected by such order may obtain ju-
dicial review by flling in the United States Court
of Appeals for the circult wherein such person re-
sides or has his principal place of business, or in the
United States Court of Appesls for the District of
Columblia Circult, within sixty days after the entry
of such order, a petition praying that the order be
set aside in whole or in part.

(2) A copy of such petition shall be forthwith
served upon the Secretary, or upon any officer des-
ignated by him for that purpose, and thereupon the
Secretary shall certify and file in the court g tran-
seript of the proceedings and the record on which he
based his order. Upon such filing, tne court shall
have exclusive jurisdiction to affirm or set aside
the order complained of in whole or in part. The
findings of the Secretary with respect to questions
of fact shall be sustained if based upo. a fair eval-
uation of the entire record at such hearing. The
court shall advance on the decket and expedite the
disposition of all causes filed therein pursuant to
this section. )

(3) The court, on such judicial review, shall not
sustain the order of the Secretary if he falled to
comply with any requirement imposed on him hy
subsection (f) (2) of this section.

(4) If application Is made to the court for leave
to adduce additional evidence, the court may order
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such additional evidence to be taken before the
Secretary and to be adduced upon the hearing in
such manner and upon such terms and conditions as
to the cour: may seem proper, if such evidence is
material and there were reasonable grounds for
failure to adduce such evidence in the proceedings
below. The Secretary may modify his findings as to
the facts and order by reason of the additional evi-
dence so taken, and shall file with the court such
modified findings and order.

(5) The judgment of the court affirming or set-
ting aside, in whole or in part, any order under this
section shall be final, subject to review by the Su-
preme Court of the United States upon certiorari
or certification as provided in section 1254 of Title
28. The commencement of proceedings under this
section shall not, unless specifically ordered by the
court to the contrary, operate as a stay of an order.

(h) Amendment or repeal of regulations.

The Secretary shall by regulation prescribe the
procedure by which regulations under the foregoing
provisions of this section may be ainended or re-
pealed, and such procedure shall conform to the
procedure provided in this sectlon for the promul-
gation of such regulations.

(i) Exemptions for investigational use.

Without regard to subsections (b) to (h), in-
clusive, of this section, the Secretary shall by regu-
lation provide for exempting from the requirements
of this section any food acdditive, and any food bear-
ing or containing such additive, intended solely for
investigational use by qualified experts when in his
opinion such exemption is consistent with the public
health. (June 25, 1938, ch. 675, §409, as added
Sept. 6, 1958, Pub. L. 85-929, § 4, 72 Stat. 1785.)

EFFECTIVE DATE

Section as effectlve Sept. 6, 1958, see sectlon 6 (a) of
Pub, L. 85-029, set out as note under section 342 of this
title,

SUBCHAPTER V.—DRUGS AND DEVICES
§ 351. Adulterated drugs and devices.

A drug or device shail be deemed to be adul-
terated—

(a) Poisonous, insanitary, cte., ingredients.

(1) If it conslists in whole or in part of any flithy,
putrid, or decomposed substance; or (2) if it has
been: prepared, packed, or held under insanitary
conditions whereby it may have been contaminated
with filth, or whereby it may have been rendered
injurious to health; or (3) if it is a drug and its con-
tainer 1s composed, in whole or in part, of any poison-
ous or deleterious substance which may render the
conlents injurious to health; or (4) if it 1s a drug
and it bears or contains, for purposes of coloring
only, a coal-tar color othet than one from a batch
that has been certifled in accordance with regula-
tions as provided by section 354 of this title.

(b) Strength, quality, or purity differing from official
compendium,

1f it purporis to be or is represented as a drug the
name of which is recognized in an official com-
pendium, and its strength differs from, or its quality
or purity falls below, the standard set forth in such
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compendium. Such determination as to strength,
quality, or purity shall be made In accordance with
the tests or methods of assay set forth In such com-
pendium, except that whenever tests or methods of
assay have not been prescribed in such compendium,
or such tests or methods of assay as are prescribed
are, in the judgnient of the Secretary, Insuffi-
cient for the making of such determination, the
Secretary shall bring such-fact to the attentlon
of the appropriate body charged with the revision
of such compendium, and If such body fails within
a reasonable time to prescribe tests or methods of
assay which, In the judgment of the Secretary,
are sufficlent for purposes of this subsection, then
the Secretary shall promulgate regulations prescrib-
Ing appropriate tests or methods of assay in accord-
ance with which such determination as to strength,
quality, or purity shall be mude, No drug defined In
an official compendium shall be deemed to be adul-
terated under this subsection because it differs from
the standard of strength, quality, or purity therefor
set forth in such compendium, if its difference in
strength, quality, or purity from such standard is
plainly stated on its label. Whenever a drug is recog-
nized In both the United States Pharmacopeia and
the Homeopathic Pharmacopeia of the United States
it shall be subject to the requirements of the United
States Pharmacopeia unless it is labeled and offered
for sale as a homeopathic drug, in which case it shall
be subject to the provisions of the Homceeopathio
Pharmacopela of the United States and not to those
of the United States Pharmacopeia.

(c) Mlsrepresentntmn of strength, etc., where drug
is unrecognized in compendium,

If it is not subject to the provisions of subsection
(b) of this section and its strength differs from, or
its purity or quality falls below, that which it pur-
ports or is represented to possess.

(d) Mixture with or substitution of another substance.

If it is a drug and any substance has been (1)
mixed or packed therewith so as to reduce its qual-
ity or strength or (2) substituted wholly or in part
therefor, (June 25, 1938, ch, 675, § 501, 52 Stat. 1049;
1940 Reorg. Plan No. IV, §12, eff. June 30, 1940, 5
F. R. 2422, 54 Stat. 1237; 1953 Reorg. Plan No. 1,
§ 5, eff. Apr. 11, 1053, 18 F. R. 2053, 67 Stat. 631.)

EFrrFeCTIVE DATE

Section 802 (a) of act June 26, 1938, provided that this
section should take effect twelve months after June 26,
1938. Act June 23, 1929, ch, 242, § 1, 63 Stat. 853, provided
that the effective date of subsection (a) (4) should be
postponed until January 1, 1940.

TRANSFER OF FUNCTIONS

All functlons of the Federal Security Administrator
were transferred to the Secretary of Health, Education,
and Welfare and ail agencies of the Federal Security
Agency were transferred to the Department of Health,
Education, and Welfare by section 5 of 1953 Reorg. Plan
No. 1, set out as a note under section 623 of Title 5,
Executive Departments and Government Officers and Em-
ployees. The Federal Security Agency and the office of
Administrator were abolished by section 8 of 1953 Reorg.
Plan No. 1,

See, also, note under section 321 of this title,

§ 352. Misbhranded drugs and devices.

A drug or device shall be deemed to be mis-
branded—
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(a) False or misleading label.

If its labeling !s false or misleading in any particu-
lar,

(b) Package form; contents of label.

If In package form unless it bears a label contain-
Ing (1) the name and place of business of the manu-
facturer, packer, or distributor; and (2) an accurate
statement of the quantity of the contents in terms
of weight, measure, or numerical count: Provided,
That under clause (2) of this subsection reasonable
variations shall be permitted, and exemptions as to
small packages shall be established, by regulations
prescribed by the Secretary,

(¢) Prominence of Information on label,

If any word, statement, or other Information re-
quired by or under authority of this chapter to ap-
pear on the label or labeling is not prominently placed
thereon with such conspicuousness (as compared
with other words, statements, designs, or devices, In
the labeling) and in such terms as to render it likely
to be read and understood by the ordinary Individual
under customary conditions of purchase and use,

(d) Habit-forming substances,

If it Is for use by man and contalns any quantity
of the narcotic ur hypnotlc substance alpha eucaine,
barbituric aci¢, betacucaine, bromal, cannabis, car-
bromal, chloral, coca, cocalne, codeine, heroin, mari-
huana, morphine, opium, paraldehyde, peyote, or
sulphonmethane; or any chemical derlvative of such
substance, which derivative has been by the Secre-
tary, after investigation, found to be, and by regu-
lations designated as, habit forming; unless Its
label bears the name and quantity or proportion of
such substance or derivative and in juxtaposition
therewith the statement “Warning—May be hablt
forming.”

(e) Designation of drug by name not in compendium,

If It is a drug and is not designated solely by a
name recognized in an official compendium unless
its label bears (1) the common or usual name of {he
drug, If such there be; and (2), in case it is fabricated
from two or more ingredients, the common or usual
name of each active ingredient, inciuding the quan-
tity, kind, and proportion of any alcohol, and also
including, whether active or not, the name and
quantity or proportion of any bromides, ether, chlo-
roform, acetanilid, acetphenetidin, amidopyrine, an-
tipyrine, atroplne, hyoscine, hyoscyamine, arsenic,
digitalis, digitalis glucosides, mercury, ouabain, stro-
phanthin, strychnine, thyroid, or any derivative or
preparation of any such substances, contained
therelsi: Provided, That to the extent that compll-
ance with the requirements of clause (2) of this sub-
section Is impracticable, exemptions shall be estab-
lished by regulations promulgated by the Secretary.

(f) Directions for use and warnings on label.

Unless its lJabeling bears (1) adequate directions for
use; and (2) such adequate warnings against use in
those pathological conditlons or by children where
its use may be dangerous to health, or against unsafe
dosage or methods or duration of administration or
application, in such manner and form, as are ncces-
sary for the protection of users: Provided, That where
any requirement of clause (1) of this subsection, as
applied to any drug or device, Is not necessary for
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the protection of the public health, the Secretary

shall promulgate regulations exempting such drug

or device from such requirement.

(g) Representation as recognized drug; packing and
labellng.

If it purports to be a drug the name of which is
recognized in an official compendium, unless it is
packaged and labeled as prescribed therein: Pro-
vided, That the method of packing may be modified
with the consent of the Secretary. Whenever a
drug is recognized in both the United States Phar-
macopeia and the Homeopathic Pharmacopela of the
United States, it shail be subject to the requirements
of the United States Pharmacopeia with respect to
packaging and labeling unless it is labeled and offered
for sale as a homaopathic drug, in which case it shall
be subject to the provisions of tbe Homeopathic
Pharmacopeia of the United States, and not to those
of the United States Pharmacopeia.

(h) Deteriorative drugs; packing and labeling.

If it has been found by the Secretary to be a
drug liable to deterioration, uniess it is packaged in
such form and manner, and its label bears a state-
ment of such precautions, as the Secretary shall
by regulations require as necessary for the protection
of the public health, No such regulation shall be
established for any drug recognized in an official
compendium until the Secretary shall have in-
formed the appropriate body charged with the revi-
sion of such compendium of the nced for such pack-
aging or labeling requirements and such body shall
have falled within a ressonable time to prescribe such
requirements,

(i) Drug; misleading container; imitation; offer for
sale under another name,

(1) If it is a drug and its container is so made,
formed, or filled as to be misleading; or (2) if it is an
imitation of another drug; or (3) if it is offered for
sale under the name of another drug.

(j) Health-endangering when used as prescribed.

If it is dangerous to health when used in the dosage,
or with the frequency or duration prescribed, recom-
mended, or suggested In the labeling thereof.

(k) Insulin not properly certified.

If it is, or purports to be, or is represented as a
drug composed wholly or partly of insulin, unless (1)
it is from a batch with respect to which a certificate
or release has been issuted pursuant to section 3586,
and (2) such certificate or release is in effect with
respect to such drug.

(1) Penicillin improperly certified,

If it is, or purports to be, or is represented as
a drug composed wholly or partly of any kind of
penicillin, streptomycin, chlortetracycline, chlor-
amphenicol, or bacitracin, or any derivative thereof,
unless (1) it is from a batch with respect to which a
certificate or release has been lssued pursuant to
section 357 of this title, and (2) such certificate or
release is in effect with respect to such drug: Pro-
vided, That this subsection shali not apply to any
drug or class of drugs exempted by regulations
promulgated under section 357 (¢) or (d) of this
title. (June 25, 1938, ch. 675, § 502, 52 Stat. 1050;
June 23, 1939, ch, 242, § 3, 53 Stat. 854; 1940 Reorg.
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Plan No. IV, §§ 12, 13, eff. June 30, 1940, 5 F. R. 2422,
54 Stat. 1237; Dec. 22, 1941, ch. 613, § 2, 55 Stat. 851;
July 6, 1945, ch, 281, § 2, 69 Stat. 463; Mar. 10, 1947,
ch. 16, § 2, 61 Stat. 11; July 13, 1949, ch. 305, § 1, 63
Stat. 409; 1953 Reorg. Plan No. 1, § 5, eff. Apr. 11,
1953, 18 F. R. 2053, 67 Stat. 631; Aug. 5, 1953, ch.
334, § 1, 67 Stat. 389.)

AMENDMENTS

1053—S8ubsec. (1) amended by act Aug. b, 1853, to sub-
stitute “chlortetracycline” for “aureomyecin,

1949—8ubsec. (I) amended by act July 13, 1949, which
Inserted ", aureomycin, chloramphenlicol, or bacitracin’
following “streptomycin”,

1947—S8ubsec. (1) amended by act Mar, 10, 1947, which
inserted "or streptomycin" following “penleillin®.

1946—S8ubsec. (1) added by act July 6, 10485.

1941—8ubsec. (k) added by act Dec. 22, 1841.

EFFECTIVE DATE

8ectlon 802 (a) of act June 25, 1838, provided that this
section should take effect twelve months after June 285,
1938, except subsection (j), which was to take effect on
June 26, 1038, Act June 23, 1939, §§1 (a), 2 (c¢),
provided that the effective date of subsections (b) and
(d)—(h), should be postponed until January 1, 1940,
except Insofar as subsections (d) and (e) related to any
substance named in former section 10 of this title under
the heading “Drugs" and except insofar as paragraphs (b)
and (d)—(h) related to drugs to which sectlon 365 of this
title applies.

TRANSFER OF FUNCTIONS

All functlons of the Federal Security Administrator
were transferred to the Secretary of Health, Educatlon,
and Welfare and all agencies of the Federal Security
Agency were transferred to the Department of Health,
Education, and Welfare by section 5 of 1853 Reorg. Plan
No. 1, set out as a note under section 623 of Title B,
Executlve Departments and Government Officers and Em-
ployees. The Federal Security Agency and the office of
Administrator were abolished by section 8 of 1953 Reorg.
Plan No. 1,

See, also, note under section 321 of this title.

§ 353. Exemptions in case of drugs and devices.
(a) Regulations for goods to be processed, labeled, or
repacked eisewhere.

The Secretary Is directed to promulgate regu-
lations exempting from any labeling or packaging
requirement of this chapter drugs and devices which
are, in accordance with the practice of the trade,
to be processed, labeled, or repacked in substantial
quantities at establishments other than those where
originally processed or packed, on condition that
such drugs and devices are not adulterated or mis-
branded under the provisions of this chapter upon
removal from such processing, labeling, or repacking
establishment.

(b) Prescription by physician; exemption from label-
ing and prescription requirements; misbranded

drugs; compliance with narcotic and marihuana
Jaws,

(1) A drug intended for use by man which—

(A) Is a habit-forming drug to which section
352 (d) of this title applies; or

(B) because of its toxicity or other potentiality
for harmful effect, or the method of its use, or the
collateral measures necessary to its use, Is not safe
for use except under the supervision of a practi-
tioner licensed by law to administer such drug; or

(C) is limited by an effective application under
section 355 of this title to use under the profes-
sional supervision of a practitioner licensed by
law to administer such drug,
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shall be dispensed only (i) upon a written prescrip-
tion of a practitioner licensed by law to administer
such drug, or (ii) upon an oral prescription of such
practitioner which is reduced promptly to writing
and filed by the pharmacist, or (iii) by refilling any
such written or oral preseription if such refllling is
authorized by the prescriber either in the original
prescription or by oral order which is reduced
promptly to writing and flled by the pharmacist.
The act of dispensing a drug contrary to the pro-
visions of this paragraph shall be deemed to be an
act which resnlts in the drug being mlsbranded while
held for sale.

(2) Any drug dispensed by fliling or refilling a
written or oral prescription of a practitioner licensed
by law to administer such drug shali be exempt from
the requirements of section 352 of this title, except
subsections (a), (1) (2) and (3), (k), and (1) of sald
section, and the packaging requirements of subsec-
tions (g) and (h) of said section, if the drug bears a
label containing the name and address of the dis~
penser, the serial number and date of the prescrip~
tion or of its filling, the name of the prescriber, and,
if stated in the prescription, the name of the patient,
and the directions for use and cautionary state-
ments, {f any, contained in such prescription. This
exemption shall not apply to any drug dispensed in
the course of the conduct of a business of dispensing
drugs pursuant to diagnosis by malil, or to a drug
dispensed {n violation of paragraph (1) of this sub-
section,

(3) The Secretary may by regulation remove
drugs subject to sections 352 (d) and 355 of this
title from the requirements of paragraph (1) of this
subsection when such requirements are not neces-
sary for the protection of the public health.

(4) A drug which is subject to paragraph (1) of
this subsection shall be deemed to be misbranded
if at any time prior to dispensing its label fails to
bear the statement “Caution: Federal law prohibits
dispensing without prescription”. A drug to which
paragraph (1) of this subsection does not apply shall
be deemed to be misbranded if at any time prior to
dispensing its label bears the caution statement
quoted in the preceding sentence,

(6) Nothing in this subsection shall be construed
to relleve any person from any requirement pre-
scribed by or under authority of law with respect to
drugs now included or which may hereafter be in-
cluded within the classifications stated in section
3220 of Title 26, or to marihuana as defined in sec-
tion 3238 (b) of Title 26. (June 25, 1938, ch. 675,
§ 503, 52 Stat. 1051; 1940 Reorg. Plan No. IV, § 12, eff.
June 30, 1940, 5 F. R. 2422, 54 Stat. 1237; Oct. 26,
1951, ch, 578, § 1, 65 Stat. 648; 1953 Reorg. Plan No.
1, §5, eff. Apr. 11, 1853, 18 F. R. 2053, 67 Stat, 631.)

REFERENCES IN TEXT

Bectlons 3220 and 3238 (b) of Title 28, referred to in
subsec, (b) (5) of this section, which were references to
sections 3220 and 3238 (b of the Internal Revenue Code
of 10839, were repealed by sectlon 7851 of Title 26, I. R. C.
1954, and are now covered by sections 4721, 4761, 6001,
61561 (a), and 7701 (a) of sald Title 26. For provision
deeming a reference In other laws to a provision of I. R. C.
1939, also as a reference to corresponding provision of
I. R. C. 1954, see section 7852 (b) of said Tltle 26.
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AMENDMENTS

1061—Subsec. (b) amended generally by act Oct. 26,
1851, to protect the public from abuses in the sele of
potent prescription drugs, and to relieve retail pharmaclsts
and the publle from unnecessary restrictions on the dls-
pensatlon of drugs that are safe to use without supervislon
of a doctor.

EFFECTIVE DATE OF 1961 AMENDMENT

Section 3 of act Oct. 26, 10561, provided that the amend-
ment of thls section should take effect slx months after
Oct. 26, 1061.

EFFECTIVE DATE

Sectlon 902 (a) of act June 25, 1938, provided that this
sectlon should take effect twelve months after June 26,
1038,

TRANSFER OF FUNCTIONS

All functlons of the Federal Security Administrator
were transferred to the Secretary of Health, Education,
and Welfare and all agencies of the Fedoaral Security
Agency were transferred to the Department of Health,
Education, and Welfare by sectlon 5 of 1953 Reorg. Plan
No. 1, set out as a note under section 623 of Title 5,
Executive Departments and Government Officers and Em-
ployees. The Federal Security Agency and the office of
Administrator were abollshed by section 8 of 1963 Reorg.
Plan No. 1. .

See, also, note under section 321 of this tltle.

§ 354. Certification of coal-tar colors for drugs.

The Secretary shall promulgate regulations
providing for the listing of coal-tar colors which are
harmless and suitable for use in drugs for purposes
of coloring only and for the certification of batches
of such colors, with or without harmless diluents.
(June 25, 1938, ch. 675, § 504, 52 Stat. 1052; 1940
Reorg. Plan No. 1V, § 12, eff. June 30, 1840, 5 F. R.
2422, 54 Stat. 1237; 1953 Reorg. Plan No. 1, § 5, efl.
Apr, 11, 1953, 18 F. R, 2053, 67 Stat. 631.)

EFFECTIVE DATE

Section 802 (n) of act June 26, 1938, provided that this
section should tnke effect twelve months after June 25,
1038,

TRANSFER OF FUNCTIONS

All functions of the Federal Security Administrator were
transferred to the Secretary of Health, Education, and
Welfare and all agencles of the Federal Security Ageiicy
were transferred to the Department of Health, Education,
and Welfare by section 6 of 1863 Reorg. Plan No. 1, set out
as a note under section 623 of Title 5, Executive Depart-
ments and Government Officers and Employees. The Fed-
eral Security Agency and the office of Administrator were
abolished by section 8 of 1863 Reorg. Plan No. 1.

See, also, note under section 321 of this title.

§ 355, New drugs.

(a) Necessity of cffective application,

No person shall introduce or deliver for intro-
duction Into interstate commerce any new drug,
unless an application flled pursuant to subsection (b)
of this section is effective with respect to such drug.

(b) Filing application; contents.

Any person may flle with the Secretary an
application with respect to any drug subject to the
provisions of subsection (a) of this section. Such
person shall submit to the Secretary as a part of
the application (1) full reports of investigations
which have been made to show whether or not such
drug is safe for use; (2) a full list of the articles used
as components of such drug; (3) a full statement of
the composition of such drug; (4) a full description
of the methods used in, and the facilities and controls
used for, the manufacture, processing, and packing

.
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of such drug; (5) such samples of such drug and of
the articles used as components thereof as the
Becretary may require; and (8) specimens of the
labeling proposed to be used for such drug.

(c¢) Effective date of application.

An application provided for in subsection (b) of
this section shall become effective on the sixtieth day
after the filing thereof unless prior to such day the
Secretary by notice to the applicant in writing
postpones the effective date of the application to such
time (not more than one hundred and eighty days
after the flling thereof) as the Secretary deems
necessary to enable him to study and investigate the
application.

(d) ?irounds for refusing application to become effec-
ve,

If the Secretary finds, after due notice to the
applicant and giving him an opportunity for a hear-
ing, that (1) the investigations, reports of which are
required to be submitted to the Secretary pur-
suant to subsection (b) of this section, do not include
adequate tests by all methods reasonably applicable
to show whether or not such drug is safe for use
under the conditions prescribed, recommended, or
suggested in the proposed labeling thereof; (2) the
results of such tests show that such drug is unsafe
for use under such conditions or do not show that
such drug is safe for use under such conditions;
(3) the methods used in, and the facilities and con-
trols used for, the manufacture, processing, and
packing of such drug are inadequate to preserve its
identity, strength, quality, and purity; or (4) upon
the basis of the information submitted to him as
part of the application, or upon the basls of any
other information hefore him with respect to such
drug, he has insufficient information to determine
whether such drug is safe for use under such con-
ditions, he shall, prior to the effective date of the
application, issue an order refusing to permit the
application to become effective.

(e) Suspension of effectiveness of application.

The effectiveness of an application with respect to
any drug shall, after due notice and opportunity for
hearing to the applicant, by order of the Secretary
be suspended if the Secretary finds (1) that clinical
experience, tests by new methods, or tests by
methods not deemed reasonably applicable when
such application became effective show that such
drug is unsafe for use under the conditions of use
upon the basis of which the application became
effective, or (2) that the application contains any
untrue statement of a material fact. The order
shall state the findings upon which it is based.

(f) Revocation of order refusing effectiveness.

An order refusing to permit an application with
respect to any drug to become effective shall be re-
voked whenever the Secretary finds' that the
facts so require,

(g) Service of orders.

Orders of the Secretary issued under this
section shall be served (1) in person by any officer
or employee of the Department deslgnated by the
Secretary or (2) by mailing the order by regis-
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tered mail addressed to the applicant or respondent
at his last-known address in the records of the
Secretary.

(h) Appeal from order.

An appeal may be taken by the applicant from an
order of the Secretary refusing to permit the
application to become effective, or suspending the
effectiveness of the application. Such appeal shall
be taken by filitig in the district court of the United
States within any district wherein such applicant
resides or has his principal place of business, or in
the District Court of the United States for the Dis-
trict of Columbia, within sixty days after the entry
of such order, a written petition praying that the
order of the Secretary be set aside. A copy of
such petition shall be forthwith served upon the
Secretary, or upon any officer designated by him
for that purpose, and thereupon the Secretary
shall certify and file in the court a transcript of the
record upon which the order complained of wes
entered. Upon the filing of such transcript such
court shall have exclusive jurisdiction to affirm or
set aside such order. No objection to the order of
the Secretary shall be considered by the court
unless such objection shall have been urged before
the BSecretary or unless there were reasonable
grounds for fallure so to do. The finding of the
Secretary as to the facts, if supported by sub-
stantial evidence, shall be conclusive. If any person
shall apply to the court for leave to adduce additional
evidence, and shall show to the satisfaction of the
court that such additional evidence is material and
that there were reasonable grounds for fajlure to
adduce such evidence in the proceeding before the
Secretary, the court may order such additional
evidence to be taken before the Secretary and
to be adduced upon the hearing in such manner and
upon such terms and conditlons as to the court may
seem proper. The Secretary may modify his
findings as to the facts by reason of the additional
evidence so taken, and he shall flle with the court
such modified findings which, If supported by sub-
stantial evidence, shall be conciusive, and his recom-
mendation, if any, for the setting aside of the
original order. The judgment and decree of the
court affirming or setting aside any such order of the
Secretary shall be final, subject to review as
provided in sections 225, 346, and 347 of Title 28, as
amended, and in section 7, as amended, of the Act
entitled “An Act to establish a Court of Appeals for
the District of Columbia”, approved February 9,
1893 (D. C. Code, title 18, sec. 26). The commence-
ment of proceedings under this subsection shall not,
unless specifically ordered by the court to the con-
trary, operate as a stay of the Secretary's order,

(i) Exemption of drugs for research.

The Secretary shall promulgate regulations
for exempting from the operation of this section
drugs intended solely for investigational use by ex-
perts qualified by scientific training and experience
to investigate the safety of drugs. (June 25, 1938,
ch. 675, § 505, 52 Stat. 1052; 1940 Reorg. Plan No. IV,
§ 12, eff. June 30, 1940, 5 F. R. 2422, 54 Stat. 1237;
1953 Reorg. Plan No. 1, §5, eff. Apr. 11, 1953, 18
F. R. 2053, 67 Stat. 631.)
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.Rmumm IN TexT
Sections 225, 348, and 847 of Title 28, as amended, re.
ferred to in subsection (h), were repealed by act June
26, 1948, ch. 846, § 30, 62 Stat. 892, eff, Sept. 1, 1048, and
are now covered by sections 1254 and 1201—1204 of 'Title
28, Judlclary and Judicial Procedure,
EFFECTIVE DATE
Sectlon 802 (a) of act June 26, 1038, provided that this
section should take effect June 25, 1038.
TRANSFER OF FUNCTIONS

All functions of the Federal Security Administrator were
transferred to the Secretary of Health, Education, and
Welfare and ail agencies of the Federal Security Agency
were transferred to the Department of Health, Education,
and Welfare by section 5§ of 1853 Reorg. Plan No. 1, set out
as a note under section 623 of Title b, Executive Depart.
ments and Government Officers and Employees. The Fed-
eral Securlty Agency and the office of Administrator were
abolished by section 8 of 1053 Reorg. Plan No. 1.

See, also, note under section 321 of this title,

§ 356, Certification of drugs containing insulin,

(a) The Secretary of Health, Education, and Wel-
fare, pursuant to regulations promulgated by him,
shall provide for the certification of batches of
drugs composed wholly or partly of insulin. A batch
of any such drug shall be certified if such drug has
such characteristics of identity and such batch has
such characteristics of strength, quality, and purity,
as the Secretary prescribes in such regulations as
necessary to adequately insure safety and efficacy of
use, but shall not otherwise be certified. Prior to
the effective date of such regulations the Secretary,
in lieu of certification, shall issue a release for any
batch which, in his judgment, may be released with-
out risk as to the safety and efficacy of its use. Such
release shall prescribe the date of its expiration and
other conditions under which it shall cease to be
effective as to such batch and as to portions thereof.

(b) Regulations providing for such certification
shall contain such provisions as are necessary to
carry out the purposes of this section, including pro-
visions preseribing (1) standards of identity and of
strength, quality, and purity; (2) tests and methods
of assay to determine compliance with such stand-
ards; (3) effective periods for certificates, and other
conditions under which they shall cease to be effec-
tive as to certified batches and as to portions thereof;
(4) administration and procedure; and (5) such fees,
specified in such regulations, as are necessary to pro-
vide, equip, and maintain an adequate certification
service. Such regulations shall prescribe no stand-
ard of identity or of strength, quality, or purity for
any drug different from the standard of identity,
strength, quality, or purity set forth for such drug
fn an official compendium.

(¢) Such regulations, insofar as they preseribe
tests or methods of assay to determine strength,
quality, or purity of any drug, different from the tests
or methods of assay set forth for such drug in an
official compendium, shall be prescribed, after notice
and opportunity for revision of such compendium, in
the manner provided in the second sentence of sec-
tion 351 (b) of this title. The provisions of sub-
sections (e)—(g) of section 371 of this title shall
be applicable to such portion of any regulation as
prescribes any such different test or method, but
shall not be applicable to any other portion of any
such regulation. (June 25, 1938, ch. 675, § 508, as
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added Dec. 22, 1941, ch. 613, § 3, 55 Stat, 851, and
amended 1953 Reorg. Plan, No. 1, § 5, eff. Apr. 11,
1953, 18 F. R. 2053, 67 Stat. 631.)

TRANSFER OF FUNCTIONS

Ali functions of the Federai Security Adminlstrator were
transferred to the Secretary of Health, Education, and
Welfare and all agencles of the Federal Security Agency
were transferred to the Department of Health, Educatlon,
and Weifare by section 6 of 1868 Reorg. Plan No. 1, set out
a8 & note under sectlon 623 of Title 5, Executive Depart-
ments and Government Officers and Employees. The Fed-
eral Security Agency and the office of Adminlstrator were
abolished by section 8 of 1863 Reorg. Plan No. 1.

REGULATIONS

Section 4 of act Dec. 22, 1841, provided: *“Regu-
1ations initially prescribed under * * * (Title 21, § 366)
shall be promuigated and made cflective within forty-five
days after the date of enactment of this Act.”

§ 357, Certification of drugs containing penicillin,
streptomycin, chlortetracycline, chloramphenicol,
or bacitracin,

(a) Regulations prescribed by Secretary; release prior
to certification,

The Secretary of Health, Education, and Welfare,
pursuant to regulations promulgated by him, shall
provide for the certification of batches of drugs
composed wholly or partly of any kind of penicillin,
streptomycin, chlortetracycline, chloramphenicol,
or bacitracin, or any derivative thereof. A batch
of any such drug shall be certified if such drug has
such characteristics of identity and such batch has
such characteristics of strength, quality, and purity,
as the Secretary prescribes in such regulations as
necessary to adequately insure safety and efcacy
of use, but shall not otherwise be certified. Prior to
the effective date of such regulations the Secretary,
in lieu of certlfication, shall issue a release for any
batch which, In his judgment, may be released with-
out risk as to the safety and efficacy of its use.
Such release shall prescribe the date of its expira-
tion and other conditions under which it shall cease
to be effective as to such batch and as to portions
thereof..

(b) Provisions of regulations.

Regulations providing for such certifications shall
contain such provisions as are necessary to carry out
the purposes of this section, including provisions
prescribing (1) standards of identity and of
strength, quality, and purity; (2) tests and methods
of assay to determine compliance with such stand-
ards; (3) effective periods for certificates, and other
conditions under which they shall cease to be effec-
tive as to certified batches and as to portions thereof;
(4) administration and procedure; and (5) such
fees, specified in such regulations, as are necessary to
provide, equip, and maintain an adequate certifica-~
tion service. Such regulations shall prescribe only
such tests and methods of assay as will provide for
certification or refection within the shortest time
consistent with the purposes of this section,

(¢) Exemption of drugs not involving safety and
efficacy of use,

Whenever in the judgment of the Secretary,
the requirements of this section and of section 352
() of this title with respect to any drug or class of
drugs are not necessary to Insure safety and eflicacy
of use, the Secretary shall promulgate regula-
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tions exempting such drug or class of drugs from

such requirements.

(d) Exemptlon of drugs stored, processed, and labeled
at plants other than manufacturer, used in manu-

facture of other drugs or used for investigational
purposes,

The Secretiary shail promulgate regulations
exempting from any requirement of this section and
of section 352 (1) of this title, (1) drugs which are
to be stored, processed, labeied, or repacked at estab-
lishments other than those where manufactured, on
condition that such drugs comply with all such
requirements upon removal from such establish-
ments; (2) drugs which conform to applicable
standards of identity, strength, quality, and purity
prescribed by these regulations and are intended
for use in manufacturing other drugs; and (3)
drugs which are intended soleiy for investigationai
use by experts qualified by scientific training and
experience to investigate the safety and efficacy of
drugs.

(e) Determination of compliance with sections 351
(b) and 352 (g) of thls title,

No drug which is subject to this section shall be
deemed to be subject to any provision of section 355
of this title. Compiianee of any drug subject to
section 352 (1) of this title or this section with
sections 3561 (b) and 352 (g) of this title shali be
determined by the appiication of the standards of
strength, quaiily, and purity, the tests and methods
of assay, and the requirements of packaging and
labeling, respectively, prescribed by regulations pro-
mulgated under this section.

() Filing of petitions; contents; notice; answer;
public hearing; orders,

Any interested person may file with the Sec-
retary a petlition proposing the issuance, amend-
ment, or repeal of any regulation contemplated by
this section. The petition shall set forth the pro-
posal in general terms and shall state reasonable
grounds therefor. The Secretary shall give
public notice of the proposai and an opportunity
for all interested persons to present their views
thereon, orally or in writing, and as soon as prac-
ticable thereafter shall make public his action upon
such proposal. At any time prior to the thirtieth
day after such action is made pubiic any interested
person may flle objections to sueh action, specifying
with particularity the changes desired, stating rea-
sonable grounds therefor, and requesting a public
hearing upon such objections. The Secretary
shall thereupon, after due notice, hold such pubiic
hearing. As soon as practicable after completion
of the hearing, the Secretary shall by order
make public his action on such objections. The
Secretary shall base his order only on suhstan-
tial evidence of record at the hearing and shall set
forth as part of the order detailed findings of fact
on which the order is based. The order shall be
subject to the provisions of section 371 (f) and (g)
of this title. (June 25, 1938, ch. 675, § 507, as added
July 6, 1945, ch. 281, § 3, 59 Stat. 463, and amended
Mar. 10, 1947, ch. 16, § 3, 61 Stat. 12; July 13, 1949, ch.
305, § 2, 63 Stat. 409; 1953 Reorg. Pian No. 1, §5,
eff. Apr. 11, 1953, 18 F. R. 2053, 67 Stat. 631; Aug.
5, 1953, ch, 334, §2 (a), (b), 67 Stat. 389.)
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AMENDMENTS

1953—-Catchline amended by act Aug. 6, 1953, § 3 (a), to
substitute “chlortetracycline” for “aureomycin’,

Subsec. (a) amended by act Aug. 6, 1953, §2 (b), to
substitute '‘chlortetracycline” for "aureomycin’.

1940-—Catchline amended by act July 13, 1049, § 2 (a),
to ndd "aureomycin, chlornmphenicol, or bacitracin".

Suhsec. (a) amended by act July 13, 1949, to insert
*, aureomycin, chloramphenicol, or bacitracin” following
“streptomycin®,

1047—Catchline amended by act Mar. 10, 1947, which
inserted "or streptomycin” after "penicillin’,

Subsec. (n) amended by act Mar, 10, 1947, which in-
serted “or streptomycin® following ‘“penicillin” in first

sentence,
TRANSFER OF FUNCTIONS

Al functions of the Federal Security Administrator
were transferred to the Secretary of Health, Education,
and Welfare and all agencles of the Federal Security
Agency were transferred to the Department of Health,
Education, and Welfare by 19563 Reorg. Plan No. 1, set
out as a note under section 623 of Title 5, Executive
Departments and Qovernment Officers and Employeea,
The Federal Security Agency and the office of Adminis-
trator were abolished by section 8 of 19563 Reorg. Plan
No.1,

SUBCHAPTER VI.—COSMETICS

§361. Adulterated cosmetics,

A cosmetic shall be deemed to be adulterated—

(a) If it bears or contains any poisonous or dele-
terious substance which may render it injurious to
users under the conditions of use prescribed in the
labeling thereof, or under such conditions of use
as are customary or usual: Provided, That this pro-
vision shall not apply to coal-tar hair dye, the
label of which bears the following legend conspicu-
ously displayed thereon: “Caution—This product
contains ingredients which may cause skin irrita-
tion on certain individuals and a prefiminary test
according to accompanying directions should first
be made. This product must not be used for dyeing
the eyelashes or eyebrows; to do so may cause blind-
ness.”, and the labeling of which bears adequate
directions for such preliminary testing. For the
purposes of this subsection and subsection (e) of
this section the term “hair dye" shall not include
eyelash dyes or eyebrow dyes.

(b) If it consists in whole or in part of any filthy,
nutrid, or decomposed substance.

(¢) If it has been prepared, packed, or held under
insanitary conditions whereby it may have become
contaminated with flith, or whereby it may have
been rendered injurious to health,

(d) If its container {s composed, in whole or in
part, of any polsonous or deleterious substance which
may render the contents injurious to health,

(e) If it is not a hair dye and it bears or con-
tains a coal-tar color other than one from a batch
that has been certified in accordance with reguia-
tlons as provided by section 364 of this title. (June
25, 1938, ch. 675, § 601, 52 Stat. 1054.)

EFFecTIVE DATE

Section 092 (a) of act June 25, 1938, provided that sub-
sections (h)—(c) should take effect twelve months after
June 25, 1938, and that subscction (a) should take effect
June 26, 1038, except that ln the case of a cosmetic to
which the proviso of subsection (a) relates, such cosmetic
should not, prior to the ninetleth day after June 25, 1938,
be deemed adulterated by reason of the fallure of its label
to bear the legend prescribed In such proviso. Act June
23, 1939, ch. 242, § 1, 63 Stat. 853, provided that the effec-
tive date of subsectlon (e) should be postponed until
January 1, 1940,
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§ 362, Misbranded cosmetics,

A cosmetic shall be deemed to be misbranded-—

(a) If its labeling is false or misleading in any
particular,

(b) If in package form unless it bears a label
contalning (1) the name and place of business of
the manufacturer, packer, or distributor; and (2)
an aceurate statement of the quantity of the con-
tents in terms of weight, measure, or numerical
count: Provided, That under clause (2) of this sub-
section reasonable variations shall be permitted,
and exemptions as to small packages shall he estab-
lished, by regulations prescribed by the Secretary.

(¢) If any word, statement, or other information
required by or under authority of this chapter to
appear on the label or labeling is not prominently
placed thereon with such conspicuousness (as com-
pared with other words, statements, designs, or de-
vices, in the labeling) and in such terms as to render
it likely to be read and understood by the ordinary
individual under customary conditions of purchase
and use.

(d) If its container is so made, formed, or fllled
as to be misleading, (June 25, 1938, ch. 675, § 602,
52 Stat. 1064; 1940 Reorg. Plan No. IV, § 12, eff, June
30, 1940, 5 F. R. 2422, 54 Stat. 1237; 1953 Reorg.

Plan No. 1, §5, eff. Apr. 11, 18563, 18 F. R. 2063, 67.

Stat. 631.)
EFFECTIVE DATE

Section 9802 (a) of act June 28, 1938, provided that thls
section should take effect twelve months after June 26,
1938, Act June 23, 1939, ch. 242, 53 Stat. 853, provided
that the effective date of subsection (b) should be post«
poned until January 1, 1940,

TRANSFER OF FUNCTIONS

All functions of the Federal Security Administrator
were transferred to the Secretary of Health, Educatlon,
and Welfare and all agencles of the Federal! Security
Agency were transferred to the Department of Health,
Education, and Welfare by section 5 of 1953 Reorg. Plan
No. 1, set out as a note under section 623 of Title 6,
Executive Departments and Government Officers and Em-
ployees. The Federal SBecurity Agency and the office of
Administrator were abolished by section 8 of 1053 Reorg.
Plan No. 1.

See, also, note under section 321 of this title.

§ 363. Regulations making exemptions,

The Secretary shall promulgate regulations
exempting from any labeling requirement of this
chapter cosmetics which are, in accordance with
the practice of the trade, to be processed, labeled,
or repacked in substantial quantities at establish-
ments other than those where originally processed
or packed, on condition that such cosmetics are
not adulterated or misbranded under the provisions
of this chapter upon removal from such processing,
labeling, or repacking establishment, (June 25, 1938,
ch. 675, § 603, 52 Stat. 1054;: 1940 Reorg. Plan No, IV,
§ 12, eff. June 30, 1840, 5 F. R. 2422, 54 Stat, 1237;
1853 Reorg. Plan No. 1, § 5, eff. Apr, 11, 1853, 18 F. R,
2053, 67 Stat. 631.)

EFFECTIVE DATE

Section 902 (a) of act June 25, 1838, provided that this
section should take effect twelve months after June 25,
1938.

TRANSFER OF FUNCTIONS

All functions of the Federal Security Administrator were
transferred to the Secretary of Health, Education, and
Welfare and all agencles of the Federal Security Agency
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were transferred to the Department of Health, Education,
and Welfare by section 6 of 1953 Reorg. Plan No. 1, set out
as a note under section 623 of Title 5, Executive Depart-
ments and Government Officers and Employees. ‘The Fed-
eral Security Agency and the office of Adminlstrator were
abolished by section 8 of 19563 Reorg. Plan No, 1.

See, also, note under sectlon 321 of this title.

§ 364. Certification of coal-tar colors for cosmetics,

The Secretary shall promulgate regulations
providing for the listing of coal-tar colors which are
harmless and suitable for use in cosmetics and for
the certifieation of batches of such colors, with or
without harmless diluents, (June 25, 1838, ch. 675,
§ 604, 52 Stat. 10565; 1940 Reorg. Plan No. IV, §12,
eff, June 30, 1040, 5 F. R. 2422, 54 Stat. 1237; 1953
Reorg. Plan No. 1, § 5, eff, Apr. 11, 1853, 18 F. R. 2063,

67 Stat. 631.)
EFFECTIVE DATE

Section 902 (a) of act June 25, 1938, provided that this
sectlon should take effect twelve months after June 28,
19838,

TRANSFER OF FUNCTIONS

All ftunctlons of the Federal S8ecurity Administrator were
transferred to the Secretary of Health, Education, and
Welfare and all agencles of the Federal Security Agency
were transferred to the Department of Health, Education,
and Welfare by section 8 of 1953 Reorg. Plan No, 1, set out
as a note under section 623 of Title 5, Executive Depart-
ments and Government Officers and Employees. The Fed-
eral S8ecurity Agency and the office of Administrator were
abollshed by sectlon 8 of 1953 Reorg. Plan No, 1.

See, also, note under section 321 of this title.

SUBCHAPTER VII.—GENERAL ADMINISTRATIVE
PROVISIONS

§ 371, Regulations and hearings.
(a) Authority to promulgate regulations,

The authority to promulgate regulations for the
efficlent enforcement of this chapter, except as
otherwise provided in this section, is vested in the
Secretary.

(b) Regulations for imports and exports,

The Secretary of the Treasury and the Secretary
of Health, Education, and Welfare shall jointly pre-
scribe regulations for the efficient enforcement of
the provisions of section 381 of this title, except as
otherwise provided therein. Such regulations shall
be promulgated in such manner and take effect at
such time, after due notice, as the Secretary of
Health, Education, and Welfare shall determine.

(¢) Conduct of hearings.

Hearings authorized or required by this chapter
shall be conducted by the Secretary of Health, Edu-
cation, and Welfare or suich officer or employee as he
may designate for the purpose.

(d) Itiiltfectiveness of definitions and standards of iden-
y.

The definitions and standards of identity promul-
gated in accordance with the provisions of this
chapter shall be effective for the purposes of the
enforcement of this ehapter, notwithstanding such
deflnitions and standards as may be contained in
other laws of the United States and regulations pro-
mulgeted thereunder,

(e) Procedure for establishment,

(1) Any action for the issuance, amendment, or
r: nea} of any regulation under section 341, 343 (§),
344 (a), 346 (a) or (), 3561 (b), 352 (d) or (h), 354.
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or 364, of this title shall be begun by a proposal made
(A) by the Secretary on his own initiative, or (B)
by petition of any interested person, showing reason-
able grounds therefor, filed with the Secretary. The
Secretary shall publish such proposal and shall
afford all interested persons an opportunity to pre-
sent their views thereon, vraily or in writing. As
soon as practicable thereafter, the Secretary shall
by order act upon such proposal and shall make
such order public. Except as provided in paragraph
(2) of this subsection, the order shall become effec-
tive at such time as may he specified therein, but not
prior to the day following the last day on which
objections may he flled under such paragraph.

(2) On or before the thirtieth day after the date
on which an order entered under paragraph (1) of
this subsection 1s made public, any person who will
be adversely affected by such order if placed in effect
may file objoctions thereto with the Secretary, speci-
fying with particularity the provisions of the order
deemed ohjectionable, stating the grounds therefor,
and requesting a public hearing upon such ohjec-
tions. Until final action upon such objections is
taken by the Secretary under paragraph (3) of this
subsection, the filing of such objections shall operate
to stay the effectivencss of those provisions of the
order to which the objections are made. As soon
a5 practicable after the time for filing objections has
expired the Secretary shall publish a notice in the
Federal Register speeifying those parts of the order
which have been stayved by the filing of objections
and, {f no objections have been filed, stating that
fact.

(3) As soon as practicable after such request for a
public hearing, the Secretary, after due notice, shall
hold such a public hearing for the purpose of recejv-
ing evidence relevant and material to the {issues
raised by such objections. At the hearing, any in-
terested person may be heard in person or by repre-
sentative. As soon as practicable after completion
of the hearing, the Secretary shall by order act upon
such objections and make such order public. Such
order shall he hased only on substantial evidence of
record at such hearing and shall set forth, as part
of the order, detalled findings of fact on which the
order is based. The Secretary shall specify In the
order the date on which it shall take effect, except
that it shali not he made to take effect prior to the
ninetieth day after its publication unless the Secre~
tary finds that emergency conditions exist necessi~
tating an earlier eflective date, in which event the
Secretary shall specify in the order his findings as
to such conditions.

(f) Review of order.

(1) In a case of actual controversy as to the valid-
{ty of any order under subseetion (e) of this section,
any person who wili be adversely affected by such
order if placed in effect may at any time prior to
the ninetieth day after such order is issued file a
petition with the United States court of appeals
for the circuit wherein such person resides or has
his principal place of business, for a judicial review
of such order, A copy of the petition shall be
forthwith transmitted by the clerk of the court to
the Secretary or other officer designated by him for
that purpose. The Secretary thereupon shall file
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in the court the record of the proceedings on which
the Secretary based his order, as provided in section
2112 of Titie 28.

(2) If the petitioner applies to the court for leave
to adduce additional evidence, and shows to the
satisfaction of the court that such additional evi-
dence is material and that there were reasonabie
grounds for the failure to adduce such evldence in
the proceeding before the Secretary, the court
may order such additional evidence (and evidence in
rebuttal thereof) to be taken before the Secretary,
and to be adduced upon the hearing, in such
manner and upon such terms and conditions as to
the court may seem proper, The Secretary may
modify his findings as to the facts, or make new
findings, hy reason of the additionai evidence so
taken, and he shall file such modified or new find-
ings, and his recommendation, if any, for the modifi-
cation or setting aside of his original order, with the
return of such additional evidence.

(3) Upon the flling of the petition referred to in
paragraph (1) of this subsection, the court shall
have jurisdiction to afirm the order, or to set it
aslde in whole or in part, temporarily or perma-
nently. If the order of the Secretary refuses to
{ssue, amend, or repeal a regulation and such order
is not In accordance with law the court shall by
its judgment order the Secretary to take action, with
respect to such regulation, in accordance with law.
The findings of the Secretary as to the facts, if
supported by substantial evidence, shall be conclu-
sive.

(4) The judgment of the court affirming or setting
aside, in whole or in part, any such order of the
Secretary shall be final, subject to review by
the Supreme Court of the United States upon certio-
rari or certlfication as provide1 in sections 346 and
347 of Title 28. .

(5) Any action instituted under this subsection
shall survive notwithstanding any change in the
person occupying the office of Secretary or any
vacancy in such office.

(6) The remedies provided for in this subsection
shall be in addition to and not in substitution for any
other remedies provided by law.

(g) Copies of records of hearings.

A certified copy of the transcript of the record
and proceedings under subsection (e) of this section
shall be furnished by the Secretary to any inter-
ested party at his request, and payment of the costs
thereof, and shall be admissible in any criminal, libel
for condemnation, exclusion of imports, or other pro-
ceeding arising under or in respect to this chapter,
irrespective of whether proceedings with respect to
the order have previously been instituted or become
final under subsection (f) of this section. (June 25,
1938, ch. 675, § 701, 52 Stat. 1055; 1940 Reorg. Plan
No. IV, § 12, eff. June 30, 1940, 5 F. R. 2422, 54 Stat.
1237; June 25, 1948, ch. 646, § 32, 62 Stat. 991; 1953
Reorg. Plan No. 1, §5, eff, Apr. 11, 1953, 18 F. R,
2053, 67 Stat. 631; Apr. 15, 1954, ch. 143, §2, 68
Stat. 55; Aug. 1, 1956, ch. 861, § 2, 70 Stat. 919; Aug.
28, 1958, Pub. L. 85-791, § 21, 72 Stat. 948.)

REFERENCES IN TEXT

Sections 346 and 347 of Title 28, referred to in subsecc-
tion (f) (4) were repealed by act June 25, 1048, ch. 646,
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§ 89, 62 Stat, 992, eff. Sept. 1, 1948, and are now covered
by section 1264 of Title 28, Judiclary and Judiclal Pro-
cedure,
AMENDMENTS

1068——Subsec. (f) (1) amended by Pub. L, 86-781, § 21
(a), which substituted provisions requiring transmisslon
of a copy of the petition by clerk to Sacretary, and filing
of the record by Secretary, for provislons which per-
mitted service of summong and petition any place in
United States and required Secretary to certify and file
transcript of the proceedings and record upon service.

Subsec. (f) (3) amended by Pub. L, 86-781, §21 (b),
which inserted “Upon the filing of the petition referred
to in paragraph (1) of this subsection”.

1966—Subsgec. (e) amended by act Aug. 1, 18568, to
simplify the procedures governing the prescribing of reg-
ulations under certaln provisions of this chapter.

1954—S8ubsec. (e) amended by act Apr. 15, 1964, which
struck out the reference to section 341 of this title, pre-
ceding 348 (J) ", such section 341 now containing its own
provisions with respcct to hearings regarding the estab-
lishment of food standards. .

CHANGE oF NAME
The Clrcult Court of Appeals of the United States was
changed to the United States court of appeals by act June
25, 1948, eff. Sept. 1, 1948.)
EFFECTIVE DATE
Section 902 (a) of act June 25, 1938, provided that thls
sectlon should take effect June 26, 1038.
SAVINGS CLAUSE

Savings clause of act Aug. 1, 1956, which amended sub-
gec. (e) of this sectlon, see note under sectlon 341 of
this title,

TRANSFER OF FUNCTIONS

All functiong of the Federal Security Administrator
were transferred to the Secretary of Health, Education,
and Welfare and all agencles of the Federal Security
Agency were transferred to the Department of Health,
Education, and Welfare by section 5 of 1853 Reorg. Plan
No. 1, set out as a note under section 623 of Title 5,
Executive Departments and Government Officers and Em-
ployees. The Federal Security Agency and the office of
Administrator were abolished by section 8 of 1953 Reorg.
Plan No. 1.

See, also, note under section 321 of this title.

HEARINGS PENDING ON APR. 15, 1854, WITH RESPECT TO FOoOD
STANDARDS

Provislons of this chapter in effect prior to Apr. 15,
1954, as applicable with respect to hearings begun prior
to such date under subsection (e) of this section, regard-
ing food standards, see note under section 341 of this

title.
CRO8S REFERENCES

Pesticide chemical regulationg, see section 346a of this
title.

8372, Examinations and investigations.

(a) Authority to conduct.

The Secretary is authorized to conduct ex-
aminations and investigations for the purposes of
this chapter through officers and employees of the
Department or through any health, food, ¢: drug of -
ficer or employee of any State, Tegritory, or politi-
cal subdivision thereof, duly commissioned by the
Secretary as an officer of the Department. In the
case of food packed in a Territory the Secretary
shall attempt to make inspection of such food at the
first point of entry within the United States when,
in his opinion and with due regard to the enforce-
ment of all the provisions of this chapter, the facili-
ties at his disposal will permit of such inspection.
For the purposes of this subsection the term “United
States”” means the States and the District of
Columbia.
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(b) Avaliability to owner of part of analysis samples,

Where a sample of a food, drug, or cosmetic is
collected for analysis under this chapter the Secre-
tary shall, upon request, provide a part of such
officlal sample for examination or analysis by any
person named on the label of the article, or the
owner thereof, or his attorney or agent; except that
the Secretary is authorized, by regulations, to
make such reasonable.exceptions from, and impose
such reasonable terms and conditions relating to, the
operation of this subsection as he finds necessary
for the proper administration of the provisions of
this chapter,

(c) Records of other departments and agencies.

For purposes of enforcement of this chapter, rec-
ords of any department or independent establish.
ment in the executive branch of the Government
shall be open to Inspection by any officlal of the
Department duly authorized by the Secretary to
make such inspection. (June 25, 1938, ch, 675,
§ 702, 52 Stat. 1056; 1940 Reorg. Plan No. IV, § 12,
eff. June 30, 1940, 5 F\. R. 2422, 54 Stat. 1237; 1953
Reorg. Plan No. 1, §5, eff. Apr. 11, 1953, 18 F, R,
2053, 67 Stat. 631.)

. EFFECTIVE DATE

Sectlon 902 (a) of act June 25, 1938, provided that thls
section should take effect twelve months after June 25,
1938,

TRANSFER OoF FuNcCTIONS

All functions of the Federal Security Administrator
were traunsferred to the Becretary of lealth, Education,
and Welfare and all agencles of the Federal Security
Agency were transferred to the Department of Health,
Education, und Welfare by section 5 of 1953 Reorg. Plan
No. 1, set out as a note under section 623 of Title 65,
Executive Departments and Government Officers and Em-
ployees. The Federal Security Agency and the office of
Administrator were abolished by section 8 of 1853 Reorg.
Pian No. 1.

See, also, note under section 321 of this title.

§ 372a. Examination of sea food on request of packer;
marking food with resuits; fees; penalties.

The Secretary of Health, Education, and Welfare,
upon application of any packer of any sea food for
shipment or sale within the jurisdiction of this
chapter, may, at his discretion, designate inspectors
to examine and inspect such food and the produc-
tlon, packing, and labeling thereof. If on such
examination and Inspection compliance is found
with the provisions of this chapter and regulations
promulgated thereunder, the applicant shall be au-
thorized or required to mark the food as provided by
regulation to show such compliance. Services un-
der this section shall be rendered only upon pay-
ment by the applicant of fees fixed by regulation in
such amounts as may be necessary to provide, equip,
and maintain an adequate and efficient inspection
service. Recelpts from such fees shall be covered
into the Treasury and shall be available to the Sec-
retary of Health, Education, and Welfare for ex-
penditures incurred in carrying out the purposes
of this section, including expenditures for salaries
of additional inspectors when necessary to supple-
ment the number of inspectors for whose sala-
ries Congress has appropriated. The Secretary
is authorized to promulgate regulations gov-
erning the sanitary and other conditions under
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which the service herein provided shall be granted
and maintained, and for otherwise carrying
out the purposes of this section. Any person who
forges, counterfeits, simulates, or falsely represents,
or without proper authority uses any mark, stamp,
tag, label, or other identification devices authorized
or required by the provisions of this section or reg-
ulations thereunder, shail be guiity of a misde-
meanor, and shall on conviction thereof be subject to
imprisonment for not more than one year or a fine
of not less than $1,000 nor more than $5,000, or both
such imprisonment and fine. (June 30, 1906, ch.
3015, § 10A, as added June 22, 1834, ch. 712, 48 Stat.
1204, and amended Aug. 27, 1935, ch. 739, 49 Stat.
871; June 25, 1938, ch. 675, § 902 (a), 52 Stat. 1059;
1840 Reorg. Plan No. IV, §12, eff. June 30, 1940, 5
F. R, 2422, 54 Stat. 1237; renumbered § 702A of act
June 25, 1938, ch. 675, 62 Stat. 1059 by act July 12,
1943, ch, 221, title II, § 1, 57 Stat. 500, and amended
1953 Reorg. Plan No. 1, §5, eff, Apr. 11, 1953, 18
F. R. 2053, 67 Stat. 631.)

CODIFICATION

Bection, which turmerly was not a provision of the
Federal Food, Drug, and Cosmetic Act, originally was
sectlon 14a of this title. Act June 25, 1938, provided that
the section should remrain in force and eflect and be ap-
plicable to the provisions of this chapter., Act July 12,
1943, renumbered this section as 702A of the Federal Food,
Drug, and Cosmetio Act.

TRANSFER OF FUNCTIONS

All tunctions of the Federal Security Administrator were
transferred to the 8ecretary of Health, Education, and
Welfare and all agencles of the Federal Security Agency
were transferred to the Department of Health, Education,
and Welfare by sectlon 5 of 1853 Reorg. Plan No. 1, set out
a8 & noie under section 623 of Title b, Executive Depart-
ments and Government Officers and Employees. The Fed-
eral Security Agency and the office of Administrator were
abolished by section 8 of 1953 Reorg. Plan No. 1,

See, also, note under section 321 of this title.

§ 373. Records of interstate shipment,

For the purpose of enforcing the provisions of this
chapter, carriers engaged in Interstate commerce,
and persons recelving food, drugs, devices, or cos-
metics in interstate commerce or holding such ar-
ticles so received, shall, upon the request of an
officer or employee duly designated by the Sec-
retary, permit such officer or employee, at reason-
able times, to have access to and to copy all records
showing the movement in interstate commerce of
any food, drug, device, or cosmetic, or the holding
thereof during or after such movement, and the
quantity, shipper, and consignee thereof; and it shall
be unlawful for any such carrier or person to-fail to
permit such access to and copying of any such record
so requested when such request is accompanied by
a statement In writing spectfying the nature or kind
of food, drug, device, or cosmetic to which such
request relates: Provided, That evidence obtained
under this section shall not be used in a criminal
prosecution of the person from whom obtained:
Provided further, That carriers shall not be subject
to the other provisions of this chapter by reason of
their receipt, carriage, holding, or deilvery of food,
drugs, devices, or cosmetics in the usual course of
business as carrlers. (June 25, 1938, ch. 675, § 703,
52 Stat. 1057; 1940 Reorg. Plan No. IV, § 12, eff, June
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30, 1940, 5 F', R. 2422, 54 Stat. 1237; 1953 Reorg.
Plan No. 1, § 5, eff. Apr. 11, 1853, 18 F. R. 2053, 67
Stat. 631)

EFFECTIVE DATE

Bection 802 (a) of act June 25, 1938, provided that this
section should take effect twelve months after June 25,
1038,

TRANSFER OF FUNCTIONS

All functions of the Federal Security Administrator were
transferred to the Secretary of Health, Education, and
Welfare and all agencies of the Federal Security Agency
were transferred to the Department of Health, Education,
and Welfare by section § of 1963 Reorg. Plan No. 1, set out
as a note under section 623 of Title §, Executive Depart-
ments and Government Officers and Employees. The Fed-
eral Security Agency and the office of Adminirtrator were
abolished by section 8 of 1963 Reorg. Plan No. 1.

See, also, note under section 321 of tids title,

§374. Factory inspection.
(a) Right of agents to enter premises;
promptness.

For purposes of enforcement of this chapter,
officers or employees duly designated by the Secre-
tary, upon presenting appropriate credentials and a
written notice to the owner, operator, or agent In
charge, are authorized (1) to enier, at reasonable
times, any factory, warehouse, or establishment in
which food, drugs, devices, or cosmetics are manu-
factured, processed, packed, or heid, for introduc-
tion into interstate commerce or are held after such
introduction, or to enter any vehicle being used to
transport or hold such food, drugs, devices, or cos-
metics in interstate commerce; and (2) to inspect,
at reasonable times and within reasonable limits
and in a reasonable manner, such factory, ware-
house, establishment, or vehicle and all pertinent
equipment, finished and unfinished materials, con-
tainers, and labeling therein. A separate notice shall
be given for each such inspection, but a notice shall
not be required for each entry made during the
period covered by the inspection, Each such inspec-
tion shall be commenced and completed with
reasonable promptness.

notice;

(b) Written report to owner; copy to Secretary.

Upon completion of any such inspection of a fac-
tory, warehouse, or other establishment, and prior
to leaving the premises, the officer or employee
making the inspection shall give to the owner, oper-
ator, or agent in charge a report in writing setting
forth any conditions or practices observed by him
which, in his judgment, indicate that any food,
drug, device. or cosmetic in such establishment (1)
consists in whole or in part of any filthy, putrid, or
decomposed substance, or (2) has been prepared,
packed, or heid under insanitary conditions whereby
it may have become contaminated with filth, or
whereby it may have been rendered injurious to
health. A copy of such report shall be sent promptly
to the Secretary.

(c¢) Receipt for samples taken,

If the officer or employee making any such inspec-
tion of a factory, warehouse, or other establishment
has obtained any sample in the course of the inspec-
tion, upon completion of the inspection and prior to
feaving the premises he shall give to the owner,
operator, or agent in charge a receipt describing the
samples obtained.
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(d) Analysis of samples furnished owner.

Whenever in the course of any such inspection of
a factory or other establishment where food is man-
ufactured, processed, or packed, the officer or em-~
ployee making the inspection obtains a sample of
any such food, and an analysis is made of such
sample for the purpose of ascertaining whether such
food conslists in whole or in part of any filthy, putrid,
or decomposed substance, or is otherwise unfii for
food, a copy of the resuits of such analysis shall be
furnished promptly to the owner, operator, or agent
in charge. (June 25, 1938, ch. 675, § 704, 52 Stat.
1067; 1940 Reorg. Plan No. IV, §12, eff. June 30,
1940, 5 F. R. 2422, 54 Stat. 1237; 1953 Reorg. Plan
No. 1, § 5, eff. Apr. 11, 1853, 18 F. R. 2053, 67 Stat.
631; Aug. 7, 1353, ch, 350, % 1, 67 Stat. 476.)

AMENDMENTS
1953—Aug. 7, 1953, amended section generally by des-
ignating entire former section as subsec. (a), and by
adding subsecs. (b)—(d).

EFrTECTIVE DA TE
Section 902 (a) of act June 25, 1438, provided that this
sectlon should take cXect twelve months after June 25,

1938.
TRANSFER OF FUNC1IONS

All functions of the Federal Security Administrator
were transferred to the Secretary of Health, Education,
and Welfare and all agencles of the Federel Security
Agency were transferred to the Department of Health,
Educatlon, and Welfare by 1853 Reorg. Plan No. 1, set
out as a note under section 623 of Title 5, Executive
Departments and Government Gfficers and Employees.
The Federal S8ecurity Agency and the office of Administra-
tor were abolished by section 8 of 1063 Reorg. Plan No. 1.

See, also, note under sectlon 321 of this title.

§ 375. Publicity.
(a) Reports. -

The Secretary shall cause to be published from
time to time reports summarizing all judgments,
decrees, and court orders which have been rendered
under this chapter, including the nature of the charge
and the disposition thereof.

(b) Information regarding certain goods.

The Secretary may also cause to be dissemi-
nated information regarding food, drugs, devices, or
cosmetics in situations involving, in the opinion of
the Secretary, imminent danger to health or
gross deception of the consumer. Nothing in this
section shall be construed to prohibit the Secre-
tary from collecting, reporting, and illustrating the
results of the investigations of the Department.
(June 25, 1938, ch. 675, §705, 52 Stat. 1057; 1940
Reorg. Plan No. IV, § 12, eff. June 30, 1840, 5 F. R.
2422, 54 Stat, 1237; 1953 Reorg. Plan No. 1, § 5, eff.
Apr. 11, 1953, 18 F. R. 2053, 67 Stat. 631.)

EFrrECTIVE DATE

Sectlon 902 () of uct June 25, 1038, provided that this
section shouid take eflect twelve months after June 26,
038.
! TRANSFER OF FUNCTIONS

All functions of the Federa! Security Administrator
were transferrcd to the Secretary of Health, Education,
and Welfare and all agencles of the Federal Security
Agency were transferred to the Department of Health,
Education, and Welfare by section 5 of 1953 Reorg. Plan
No. 1, set out as a note under section 623 of Title 5,
Executive Departments and Government Officers and Em-
ployees. The Federal Security Agency and the office of
Administrator were abolished by section 8 of 1953 Reorg.
Pian No. 1. ’

Sec, also, note under section 321 of this titic.
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§ 376. Cost of certification of coal-tar colors.

The admitting to listing and certification of coal-
tar colors, in accordance with regulations prescribed
under this chapter, shall be performed only upon
payment of such fees, which shall be specified in
such regulations, as may be necessary tn provide,
maintain, and equip an adequate service for such
purposes, (June 25, 1938, ch. 675, § 706, 53 Stat.
1058.)

EFFECTIVE DATE

Section made “Immediately effective” by act May 2,
1939, ch. 107, § 1, title I, 63 Stat. 631. It was originally
effective twelve months after date of enactment, by section
802 (a) of act June 25, 1938.

§ 377, Revision of United States Pharmacopoeia; de-
rel(t)gmcnt of analysis and mechanical and physical
ests,

The Becretary, in carrying into effect the pro-
vislons of this chapter, is authorized on and after
July 12, 1843, to cooperate with associations and
scientific societies in the revision of the United
States Pharmacopoeia and in the development of
methods of analysis and mechanical and physical
tests necessary to carry out the work of the ¥ood
and Drug Administration. (July 12, 1943, ch. 221,
title II, § 201, 57 Stat. 500; 1953 Reorg. Plan No. 1,
§ 5, eff. Apr. 11, 1953, 18 F. R. 2053, 67 Stat. 631.)

CODIFICATION
8ection is from the Labor-Federal Security Appropria-~
tion Act, 1944, and not from the Federal Food, Drug, and
Cosmetlc Act which comprises this chapter,
TRANSFER OF FUNCTIONS

All functions of the Federal Security Administrator were
transferred to the Secretary of Health, Education, and
Welfare and all agencies of the Federal Security Agency
were transferred to the Department of Heaith, Education,
and Welfare by section 5 of 19063 Reorg. Plan No. 1, set out
as & note under section 623 of Title 6, Executlve Depart-~
ments and Government Officers and Employees. The Fed-
eral Security Agency and the office of Administrator were
abolished by section 8 of 1963 Reorg. Plan No, 1.

See, also, note under section 321 of this title.

SUBCHAPTER VIII.—-IMPORTS AND EXPORTS

§ 381, Imports and exports.
(a) Imports; examination and refusal of admission.
The Sccretary of the Treasury shall deliver to the
Secretary of Health, Education, and Welfare, upon
his request, samrples of food, drugs, devices, and cos-
metics which are being imported or offered for im-
port into the United States, giving notice thereof to
the owner or consignee, who may appear before
the Secretary of Health, Education, and Wel-
fare and have the right to introduce testimony.
If it appears from the examination of such
samples or otherwise that (1) such articie has
been manufactured, processed, or packed under in-
sanitary conditions, or (2) such article is forbidden
or restricted in sale in the country in which it was
produced or from which it was exported, or (3) such
article is adulterated, misbranded, or in violation of
section 355 of this title, then such article shall be
refused admission, except as provided in subsection
(b) of this section. The Sccretary of the Treasury
shall cause the destruction of any such article re-
fused admission unless such article {s exported, un-
der regulations prescribed by the Secretary of the
Treasury, within ninety days of the date of notice
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of such refusal or within such additional time as
may be permitted pursuant to such regulations.
This subsection shall not be construed to prohibit
the admission of narcotic drugs the importation of
which is permitted under section 173 of this title.

(b) Same; disposition of refused articles.

Pending decision as to the admission of an article
being imported or offered for import, the Secretary
of the Treasury may authorize delivery of such
article to the owner or consignee upon the execu-
tion by him of a good and sufficient bond providing
for the payment of such liquidated damages in the
event of default as may be required pursuant to
regulations of the Scerctary of the Treasury. If it
appears to the Sacretary 2f Heaith, Education, and
Welfare that an article included within the pro-
visions of clause (3) of subsection (a) of this section
can, by relabeling or other action, be brought into
compliance with this chapter or rendered other than
a food, drug, device, or cosmetic, final Jdetermina-
tlon as to admission of such article may be
deferred and, upon flling of timely written ap-
plication by the owner or consignee and the execu-
tion by him of a bond as provided in the preceding
provisions of this subsection, the Secretary of
Health, Education, and Welfare may, in accordance
with regulations, authorize the applicant to per-
form such relabeling or other action specified in
such authorization (including destruction or export
of rejected articles or portions thereof, as may be
specified in the Secretary’s authorization)., All
such relabeling or other action pursuant to such
authorization shall in accordance with regulations
be under the supervision of an officer or employee
of the Department of Health, Education, and Wel-
fare designated by the Secretary of Health, Educa-
tion, and Welfare, or an officer or employee of the
Department of the Treasury designated by the Sce-
retary of the Treasury,

(¢) Same; charges concerning refused articles,

All expenses (including travel, per diem or sub-
sistence, and salaries of officers or employees of the
United States) in connection with the destruction
provided for in subsection (a) of this section and
the supervision of the relabeling or other action
authorized under the provisions of subsection (b
of this section, the amount of such expenses to be
determined in accordance with regulations, and all
expenses in connection with the storage, cartage,
or labor with respect to any article refused admis-
sion under subsection (a) of this section, shall be
paid by the owner or consignee and, in default of
such payment, shall constitute a lien against any
future importations made by such owner or con-
signee.

(d) Exports.

A food, drug, device, or cosmetic intended for ex-
port shall not be deemed to be adultcrated or mis-
branded under this chapter if it (1) accords to the
specifications of the foreign purchaser, (2) is not in
confiict with the laws of the country to which it is
intended for export, and (3) is labeled on the outside
of the shipping package to show that it is intended
for export. But if such article is sold or offered for
sale in domestic commerce, this subsection shall not
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exempt it from any of the provisions of this chapter.
(June 25, 1838, ch. 675, § 801, 52 Stat, 1058; 1840
Reorg. Plan No. 1V, § 12, eff. June 30, 1940, 5 F. R.
2422, 54 Stat. 1237; Oct. 18, 1949, ch. 696, §8 1—3, 63
Stat. 882; 1953 Reorg. Plan No. 1, § 5, eff. Apr. 11,
1863, 18 F. R, 20563, 67 Stat. 631.)

REFERENCES IN TEXT

“Section 173 of thls title”, as used at the end of sub-
section (a) of thls section, originally read, “sectlon 2 of
the act of May 26, 1922, as amended (U, 8. C., 1934 edition,
Title 21, sec. 173)." The art of May 26, 1922, 42 Stat. 596,
was an act to amend the act of February 9, 1809, as
amunded, 35 8‘at. 614. Section 173 of this title Is based
upon section 2 of the act of February 9, 1909, as amended.
Sectlon 2 of the act of February 9, 1909, was amended by,
and set out ws amended In quotation marks i{n section 1
of the act of May 26, 1922, Sectlon 2 of the act of May 26,
1922, amended sections 5 and 6 of the act of February 9,
1909, which are set out as sections 180 and 182 of this title.

AMENDMENTS

1849—8ubsec. (a) amended by act Oct. 18, 1949, §1,
which Inserted at end of second sgentence *, except as
provided in subsection (b) of this sectlon. The Sec-
retary * * * to such regulations.”.

Bubsec. (b) amended generally by act Oct. 18, 1949,
§ 2, to provide express statutory euthority for the long-
standing administrative practice of releasing imported
articler that do not comply with the requirements of the
law so that they may be relabeled or given appropriate
treatment to bring them Into compliance.

Bubsec. (¢) amended generally by act Oct, 18, 1049, § 3,
to charge ali costs, including salaries and travel and sub-
slstence expenses of officers and employees, against im-
porters.

EFFECTIVE DATE

Sectlon 902 (n) of act June 25, 1938, provided that this
section should t. ke effect twelve months after June 25,
1938.

TRANSFER OF FUNCTIONS

All functions of the Federal Security Administrator
were transferred to the Secretary of Health, Educatlon,
and Welfare and all agencles of the Federal Security
Agency were transferred to the Department of Health,
Education, and Welfare by section 5 of 1953 Reorg. Pian
No. 1, set out as a note under section 623 of Title 5,
Executive Departments and Government Officers and Em-
ployees, The Federal Security Agency and the office of
Administrator were abolished by section 8 of 1853 Reorg.
Plan No. 1.

See, nlso, note under section 321 of this title.

SURCHAPTER IX —MISCELLANEOUS
§ 391. Scparability clause,

If any provision of this chapter is declared uncon-
stitutional, or the applicability thereof to any person
or circumstances is held invalid, the constitutionality
of the remainder of the chapter and the applicabllity
thereof to cther persons and circumstances shall
not be affected thereby. (June 25, 1938, ch. 675,
§ 901, 52 Stat. 1059.)

ErFECTIVE DATE

Section 902 (a) of act June 25, 1938, provided that this
section ,ghould take effect twelve months after June 25,
1938,

§ 392, Exemption of meats and meat food products,

Mecats and meat food products shall be exempt
from the provisions of this chapter to the extent of
the application or the extension thereto of sections
71—91 of this title. (June 25, 1838, ch. 675, § 902 (),

52 Stat. 1059.)
CODIFICATION

Section, as originally codified, consisted of four sub-
sections. Subsection (b) thereof now constitutes this
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section. Subsections (a), (c), and (d) of Act of June 25,
1038, related to effective date, repeals, and avallability
of appropriations.

Chapter 10—POULTRY AND POULTRY PRODUCTS
INSPECTION

Bec.

451, Leglslatlve findings; authorization of Secretary to
designate major consuming areas,

452, Congressional declaration of pollcy.

453. Definitions,

454, Deslgnation of major consuming areas for regula-
tion; hearing; publication.

455. Inspection of carcasses in officlai establishments.
(a) Ante mortem Inspection.
(b) Post mortem inspection; quarantine; segre-

gation; relnspection.

(c¢) Condemnatlon; appeal; reprocessing.

456. Operation of premises, facilities and equipment.
(a) Sanitary practices.
(b) Refusal of Inspection.

457. Labeling.
(a) Requirements for shipping and immedlate

contalners,

(b) False or mislending labeling.

458. Prohiblted acts.

450. Compliance by all establishments,

460. Records of interstate shipment; access; time

maintatned.
461. Penalttes.
(n) Offenses; llability of agents, employees, and
employers.
(b) Liabtlity of carrier.

462, Reporting of violations; notice; opportunity to
present views.
463. Rules and regulations.
464. Exemptions.
(a) Persons exempted.
(b) Suspension or termination of exemption.
466. Violations by exempted persons.
466. Imports.
(a) Compllance with standards and regulations;
status after importation,
(b) Rules and regulations; destruction and ex-
portation of refused imports. .
(c) Storage, cartage and labor charges for im-
ports refused admission.
467. Jurlsdictlon and powers of Secretary.
468. Cost of inspection; overtime.
460. Authorizatlon of appropriations,

§ 451, Legislative findings; authorization of Secretary
to designate major consuming areas.

Wholesome poultry products are an important
source of the Nation's total supply of food. Such
products are consumed throughout the Nation and
substantial quantities thereof move in interstate
and foreign commerce. Unwholesome and adulter-
ated poultry products in the channels of interstate
or foreign commerce, are injurious to the public
welfare, adversely affect the marketing of whole-
some poultry products, result in sundry losses to
producers, and destroy markets for wholesome
poultry products. The marketing of wholesome
poultry products is affected with the public interest
and directly affects the welfare of the people. All
poultry and poultry products which have or are
required to have inspection under this chapler are
either in the current of interstate or foreign com-
merce or directly affect suich commerce. That part
that enters directly into the current of interstate
or foreign commerce cannot be effectively inspected
and regulated without also inspecting and regu-
lating all poultry and poultry products processed
or handled in the same establishment.

The great volume of poultry products required as
an article of food for the inhabitants of large cen-
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ters of population may directly affect the move-
ment of poultry and poultry products in interstate
commerce. -To protect interstate commerce In
poultry and poultry products inspected for whole~
someness, from being adversely burdened, ob-
structed, or affected by uninspected pouliry or
poultry products, major consuming areas where
poultry or poultry products are handled or con-
sumed in such volume as to affect the movement
of inspected poultry or poultry products in inter-
state commerce should be designated by the Secre-
tary pursuant to the provisions of this chapter,
(Pub. L. 85-172, § 2, Aug. 28, 1957, 71 Stat. 441.)

ErrectivE DATE

Section 22 of Pub, L, 85-172 provided that: “This
Act [this chapter] shall take effect upon enactment
[August 28, 1857], except that no person shall be sub-
Ject to the provislons of this Act [thls chapter] prior to
January 1, 1859, unless such person after January 1,
1058, applles for and recelves inspectlon for poultry or
poultry products In accordance with the provislons of
this Act ]Jthls chapter| and pursuant to regulations
promulgated by the Secretary hereunder, In any estab-
lishment processing poultry or poultry products 1n
commerce or in a deslignated major consuming area.
Any person who voluntarily applies for and recelves such
inspection after January 1, 1858, shall be subject, on
and after the date he commences to recelve such in-
spection, to all of the provisions and penalties provided
for in this Act [this chapter] with respect to all poultry
or poultry products handled in the establishment for
which such sald application for inspection is made."

8HORT TITLE

Congress In enacting Pub. L. 85-172, which comprises
this chapter, provided by sectlon 1 of the act that it
should be popularly known as the "Poultry Products
Inspection Act”,

SEPARABILITY PROVISIONS

Section 21 of Pub. L. 85-172 provided that: “If any
provision of this Act [this chapter] or the application
thereof to any person or circumstances is held invalid,
the valldity of the remainder of the Act [thls chapter]
and of the application of such provision to other per-
sons and circumstances shall not be affected thereby.”

FooD ADDITIVES AMENDMENT OF 1958

Section 7 of Pub. L. 85-820, Sept. 6, 1058, 72 Stat. 1789,
provided that: “Nothing in this Act [sections 321 (5) and
(t), 321 note, 342 note and section 348 of thls title, sec-
tions 331 (J), 342 (a) and 346 (a) of this title and sec-
tion 210 (g) of Title 42, The Public Health and Welfare]
shall be construed to exempt any meat or meat food
product or any person from any requirement imposed by
or pursuant to the Poultry Products Inspection Act (21
U. S. C. 451 and the following) or the Meat Inspection
Act of March 4, 1907, 34 Stat. 1260, as amended and ex-
tended (21 U. S. C. 71 and the following).”

§452. Congressional declaration of policy.

It is declared to be the policy of Congress to
provide for the inspection of poultry and poultry
products by the inspection service as herein pro-
vided to prevent the movement in interstate or
foreign commerce or in a designated major con-
suming area of poultry products which are un-
wholesome, adulterated, or otherwise unfit for
human food. (Pub. L. 85-172, §3, Aug. 28, 1857,
71 Stat. 441.)

§453. Delfinitions.

For purposes of this chapter—

(8) The term ‘“‘commerce’ means commerce be-
tween any State, Territory, or possession, or the
District of Columbia, and any place outside there-



